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ingredients (CP4 EPSPS and PAT). Additionally, 40 CFR 174.507 covers the tolerance exemption for
nucleic acids in PIPs, therefore the DvSnf7 dsRNA is also exempt from the requirement of a tolerance.

Dow AgroSciences is therefore requesting that EPA grant a commercial use registration for
SmartStax®PRO Enlist™ (MON 89034 x TC1507 x MON 87411 x DAS-59122-7), using a 20% strygtiyed

refuge for cotton-growing regions of the southern U.S, and a 5% structured refuge for non-cotton®graing

regions in the U.S. I

As previously communicated to EPA BPPD, Dow AgroSciences and Monsanto Company wil be $°°2°2
requesting separate registrations for MON 89034 x TC1507 x MON 87411 x DAS-59122-7 com with a ¢ °
separate structured refuge. Monsanto Company is the data submitter, and a letter of access (LoA) which  ®*s°°s
allows Dow AgroSciences to cite the MON 89034 x TC1507 x MON 87411 x DAS-59122-7 dataginrthe °°
Monsanto submission to support Dow AgroSciences’ registration application for SmartStax®PRC BHlist™
is enclosed. . °
The documents accompanying this submission are listed in the table below. The table incfu.d.e.s. the
classification categories “A”, “B”, and “C” for each document, as defined by the Agency: ° e

= Category “A”: Materials that can be released to anyone, regardiess of affiliation to a foreign or
multi-national pesticide producer.

= Category “B”: Information can be released only to individuals that attest they are not employees
or agents of a foreign or multi-national pesticide producer, as per FIFRA Section 10(g).

= Category “C™: Confidential Business Information that is protected from any disclosure indefinitely
by provisions put forth by the EPA, as per FIFRA Section 10.

Volume/ Document
Classification MRID

A Transmittal document (this letter)

A Complimentary Copy of the ACH payment for $31,910.00
ACH statement 00067
Ref # 316067106271

A CD containing fully releasable (“A”) documents

A Monsanto data citation letter of access

Volume 1 Administrative Materials

Statement of Data Confidentiality Claim

Application for Pesticide, EPA Form 8570-1, dated March 11, 2016
Confidential Statement of Formula, EPA Form 8570-4, dated
March 11, 2016

Certification with Respect to Citation of Data, EPA Form 8570-34,
dated March 11, 2016

Data Matrix, EPA Form 8570-34 (Agency Copy)

Data Matrix, EPA Form 8570-34 (Public Copy)

Proposed Product label

> > (> | OF >

A complimentary copy of the confirmation of wire for $31,910.00 fee is enclosed to cover category B880
as listed in the fee-for-service FR notice (Federal Regqister, Volume 80, Number 183, pages 57166-57178;
September 22, 2015).
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If you should require any further information regarding this submission, please feel free to contact me at
(317) 337-5984 or Heidi Reistad, Registration Specialist, at (317) 337-3081.

Regards, YT
E [ ] .l
: LE RN ¥ ]
Stephanie L. Burton esse
US Regulatory Manager cone
Cow AgroSciences LLC N
317-337-5984 . .
siburton @ dow.com stetee
LAl B
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800 NORTH LINDBERGH BLYD
5T, LOUIS, MISSOUR] 63167
ALt/ ww monsanio, com

MONSANTO |¥|,

July 02, 2015
- .
U.S. Environmental Protection Agency oo
Document Processing Desk o ’ .
Office of Pesticide Programs/BPPD (7511P) 2eesee
One Potomac Yard rsse
2777 South Crystal Drive “ona
Arlington, VA 22202-4501 .
:I a4 : »
Attn: Kimberly Nesci, Branch Chief, Microbial Pesticides Branch, Biopesticides and Pollution Prevention
Division (BPPD) ¢ :::.:

Re: Letter of Authorization to Refer to Regulatory Data Concerning Jnsect-Protected Maize
MON-89034-3 and Insect-Protected and Herbicide-Tolerant Maize MON-87411-9, Property
of Monsanto Company

We hereby confirm that Monsanto Company (*Monsanto™) authorizes Dow AgroSciences LLC, on behalf
of itself and its affiliates (collectively, “Dow AgroSciences™) to cite, and the U.S. Environmental
Protection Agency (EPA) to refer to, data previously submitted by Monsanto in connection with the
following:

s Insect-protected maize containing the Cry3BbI Bt protein, DvSnf7 double siranded RNA, and the
CP4 EPSPS protein in the event MON 87411 (OECD Unique Identifier MON-87411-9)

» Insect-protected maize containing Cry2A4b2 and Cryl4.105 Bt proteins in the event MON 89034
(OECD Unigue Identifier MON-89034-3)

and all relevant data that Monsanto has provided to EPA in support of the Section 3 registration for the
plant-incorporated protectants Bacilius thuringiensis (Bt} Cry1A.105, Cry2Ab2, Cry1F, Cry3Bbl,
Cry34Abl, and Cry35Ab] proteins, and DvSnf7 dsRNA produced in MON 89034 x TC1507 x MON
87411 x DAS-59122-7. This authorization is for the purpose of evaluation and registration of Dow
AgroSciences’ interspersed and structured refuge products contining these events.

This authorization is not and shall not be construed as authorization to refer to or cite Monsanto's data
directly or indirectly, in support of any other subsequent application submitted by Dow AgroSciences or
any other application for any purpose, inciuding applications for new or amended registrations. Neither
does this authorize the U.S. Environmental Protection Agency to refer to any data submitted by Monsanto
in connection with any other application, notification or submission, except as specifically described
ebove, nor does it authorize the U.S. Environmental Protection Agency to atlow Dow AgroSciences to

LA X2 X ¥
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have direct access to or review any data submitted by Monsanto. Neither is this a waiver of Monsanto’s

rights to the referenced data or to compensation for the right to cite such data, nor any such data be

referenced or cited by other governmental regulatory agencies not previously authorized by Monsantq,, , ,
L

Please do not hesitate to contact Daniel Jenkins at (202) 383-2851, or me at 314-694-8198, if you haves “e*

any questions. Thank you for your attention to this matter.

Sincerely, L

Christina A. Lawrence, Ph.D.
Corn Regulatory Affairs Lead
Monsanto Company

St. Louis, MO 63167

cc: Gregory Bradfisch, Dow AgroSciences
Daniel J. Jenkins, U.S. Agency Lead, Monsanto Company
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YOLUME 1 Tevve®
SUBMITTED BY

Dow AgroSciences LLC
93130 Zionsville Road
Indianapolis, IN 46268

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Administrative Materials for an Application to Register the Plant-Incorporated Protectant,
DvSnf7 dsRNA and Baciilus thuringiensis CrylA.105, Cry2Ab2, CrylF, Cry3Bbl,
Cry34Abl, and Cry35Ab1 Proteins and the Genetic Material {Vectors PV-ZMIR245,

PHP8999, PV-ZMIR10871, PHP17662) Necessary for their Production in
SmartStax*PRO Enlist™

EPA File 62719-Y

TRANSMITTAL DATE

March 11,2016

dnanae

LA LY R Y]

L a

-0

LA X 2 3]
-

LA L X J 3




Dow AgroSciences

LIST OF SUBMITTED DOCUMENTS

Administrative Materials

2 of 12

Yolume 1. Administrative Materials for an Application to Register the Plant- Incorposalﬁd
Protectant, DvSnf7 dsRNA and Bacillus thuringiensis CrylA.103, CryZAbi'
CrylF, Cry3Bbl, Cry34Abl, and Cry35Abl Proteins and the Genetic Ma’(enal
(Vectors PV-ZMIR245, PHP8999, PV-ZMIR10871, PHP17662) Necessary.ror

their Production in SmanStaxH’PRO Enlist™

MRID Number

Company Official: W %M

Company Name:

March 11, 2016

Stephanie L. Burton

US Repgulatory Manager

(317) 337- 5984

Dow AgroSciences LLC

Company Contact: Stephanie L. Burton

US Regulatory Manager — Biotech

(317) 337-5984

Date
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AUTHOR
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The text below applies only to use of the data by the United States Environmental
Protection Agency (U.S. EPA) in connection with the provisions of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA).

STATEMENT OF DATA CONFIDENTIALITY CLAIM

No claim of data confidentiality is being made for information contained in this
document on the basis of its falling within the scope of FIFRA §10(d){1)(A), (B), ot (C).
However, a supplemental data confidentiality claim is being made for some information
claimed herein, The applicable information has been removed to a confidential
attachment.

“We submit this material to the United States Environmental Protection Agency
specifically under requirements set forth in FIFRA as amended, and consent to use and
disclosure of this material by the EPA strictly in accordance with FIFRA. By submitting
this material to EPA in accordance with the method and format requirements contained in
PR Notice 86-5, we reserve and do not waive any rights involving this material that are or
can be claimed by the company notwithstanding this submission to the EPA.”

COMPANY: Dow AgroSciences LLC
COMPANY AGENT: 7

Stephanie L. Burton

US Regulatory Manager
DATE: March 11, 2016

aeww
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GLP COMPLIANCE STATEMENT

The materials in this volume do not meet the requirements of the Good Laboratory
Practice Standards, 40 CFR Part 160. This volume provides the administrative materials
for the application to register the plant-incorporated protectants, DvSnf7 dsRNA and
Bacillus thuringiensis Cry1A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and
Cry35Abl Proteins and the Genetic Material (Vectors PV-ZMIR245, PHP8999, PV-
ZMIR10871, PHP17662) Necessary for their Production in SmartStax*PRO Enlist™ and
therefore were not developed in compliance with 40 CFR Part 160.

W /{M March 11, 2016

Submitter Date
Stephanie L. Burton
US Regulatory Manager

W fm March 11,2016

Sponsor Date
Stephanie L. Burton
US Regulatory Manager

W f&ﬁz& March 11, 2016

Study Director Date
Stephanie L. Burton
US Regulatory Manager vese
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CONFIDENTIAL BUSINESS INFORMATION

CBI Cross Reference Number 1 This cross reference number noted
on a place holder page is used in
place of the following whole page
at the indicated volume and page
references

The deleted Pages are attached immediately behind this page.

Page Reason for Deletion FIFRA Reference

9-18 Discloses confidential §10(d)(1)(A), (B), or (C)
commercial business information

14
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Form Approved OMB No. 2070-0060
™, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimaled to average 0.25 hours per response for registration activities and 0.25 hows per response for
reregisiration and special review activities, including time for reading the instructions and completing the necessary forms Send comments regarding the burden estimate or any other aspect of this collection of
intorraatiof including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U5, Environmental Protection Agency, 401 M Street, 3,W., Washington, DC 20460, Do not
send the form to this address.

DATA MATRIX
Date March 11, 2016 EPA Reg No/File Symbal 62719-YYY Page 2 of 127
Applicant's/Registrant’s Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® RO Enlist™

Ingredient DvSrif7 dsRNA and Bacillus thuringiensis Cry1A 105, Cry2 A2, Cry TF. Cry3Bb1, Cry34Ab1, and Cry33Abt and the Genetic Matenal {Vector PV-ZMIR245, PHPRY9S, PY-ZMIR 871, PHP17622)
Necessary for their Production in MON 89034 « TC1507 « MON 87411 = DAS-39122-7 (QECD Unique Ldentiffer MON-89834-3 ~ DAS-©1507-1 ~ MON-87411-9 - DAS-39122-T)

Guideline Reference Number Guideline Study Name MRID Mumber Submitter Status MNole

Hua, J.,M. Chen, and M. Malven. 2015. Assessment of Dvsnt'7?
RMA Levels m Mawze Tissues Collected from MOM 87427 =
MON 89034 x TC1507 = MON 87411 = DAS-59122.7
Produced in United States Field Trials During 2013, Monsanto 49781804 574 DWN Product Characienzation
Techmical Report MSL0026443

Mueller, G.M_, J P. Uffman, P.D. Jensen, and $. L. Lavine.
2015, An Evaluation of the Potential for Interaction among the
Plant Incorporated Proteciants Produced by MON 87427 #
MON 85034 x TC[507 » MON 87411 x DAS-59122-7 with
the Southern Comn Rootwonn (Diabrotica undecimpunciaie
howardi). M« to Technical Report MSLOD26284

AG78 1805 524 OWN Environmental Assessment

Mueller, G.M. ) P. Uffman, P.I>. Jensen, and S.L. Levine.
2015 An Evaluatian of the Patenbial for Inleraction between
the Lepidopteran and Coleopteran Cyr Proleins and the dsRNA
Produced by MON 87427 x MON 89034 « TC L1507 = - . )
MON 87411 x DAS-59122.7 with the European corn borer 9781806 3 OWH Enyironmental Assegsments

{Ostrinia nubilalis). Monsanto Technical Report MSE0026136 cosnnn ‘es’et
[} LI
* . * .
Moar, W and G.P Head 2015 Five Percent Seed Blend * * a .
Refuge as an Insect Resislance Management Option for sosenaL . Seesee
MON 89034 = TC1507 ~ MON §7411 - DAS-56122-7 in the 49781807 524 OWN s *
U §. Corn Belt. Mensante Technical Report MSLO026286 s Geee
Moar, W, and G.P Head. 2015 Struchwred Refuge as an [nsect [ X3 M L - s
Resistance Management Option for MON §9034 = TC1507 = s » *
MON 87411 = DAS-39122-7: 20 Percent in Cotion Growing 469773601 524 OWN sases RM .
Regions of the Svuthern 1J.S. and Five Percent in the U.5. Com sasves
Beh. Monsanto Technical Report MSLO026287 *
LA AL A J
Signature Name and Title Date e 0
SEE PAGE 1 FOR SIGNATURE Stephanic L. Burton March 11,2016
o _ US Regulatory Manager
EPA Form B570-35 (9-97) Htectron: 2nd Paper vers'sns avelable. Submit enly Paper version Agency Internat Use Copy




Dow AgroSciences 22 of 312
- Form Approved OMB No. 2070-0060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streel, 5.W. LI
| Washington, D.C. 20480 veso

Paperwork Reduction Act Notice: The public reporting burden for this coltection of information is estimated to average 0.25 hours per respanse for registration activities and 0.25 haurs et re.s!gnse for
reregistration and special review activities, inciuding time for reading the instructions and completing the neceasary forms. Send comments regarding the burden estimate or any ather as fdhis
coliection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.5. Environmental Protection Agency® ﬂQT ¥ Street, SW,
Washington, DC 20450_Do not send the form to this address. .

DATA MATRIX .

Date: March 11, 2016 ) EPA Reg. No./File Symbal: 62719-YYY * 7

Fage 3pf 127
Applicant's/Registrant's Name & Address: Product: L seEEIy
Dow aproSciences. 9330 Zionsvilie Road, Indianagolis, IN 46268 SmartStax® PRO EnlistT™ . M

Ingredient DvSnf7 dsRNA and Bacilfus thurmgensts CrylA 105, Cry2Ab2. CrylF, Cry3Bbl, Cry34Abl, and Cry35Abl and the Genetic Material (Veslor PV-ZMIR245, PHP{QEQ, .\f ZMIRI10E7). PHE11622)
Necessary for their Production in MON 89034 » TC1507 x MON 87411 » DAS-59122-7 {OECD Unique ldentifier MON-89(334-3 ~ DAS-01307-1 x MON-87411-5 ~ DAS-59122-7) s

Guidehng Reference Number Guideiine Study Mame MRID Number Subrnitter Status Mate

Monsanto Company (2014). Administrative Matenials
for the Application to Register the Plant-Iacorporated
Protectant, Baciffus thuringiensis Cry3Bbl Prutein
and suppression cassetie DvSniT und the Genetic
Materials { Vector PY-ZMIR10871) Necessary for
their Production in MON 8741 1. {(OECD Unique

| Tt v
identifier MON-§7411-9) 32 OWN Acmivisirative

Cry3Bbl and CPd EPSPS Proteins and FExposure
Assessment of the Dv8ni7 Consmuct-Derived RNA from
Consumption of MON 8741 |Maize in the US {Amended
MSLOD24853). Monsanto technical repont MSL-0025423. 524 OWN Product Characterization

45315101

Petnck, Jay § 2014 Dietary Risk Assessment of the 1

Bachman, P.M., P.D. Jensen, S L. Levine. 2014,

Environmental Risk Assessment for DvSnf7 RNA
as Expressed in MON 87411 Maize. Monsanto 524 OWN Product Characicrization
technical report MSL-0025432. JU3151102

Carleton. 8. Garnaat. K.R. Lawry. K. Skotie,
Y.Yan. and D. Kovalic, 2013. Amended Report for
MSL0025048:  Molecular  Characterization  of
MON 87411. Monsanto technical repon MSL- 524 OWN Praduct Charucterization
0025314, 45315103

Signature Name and Title
See Page 1 for Signature Stephanie L. Bnrion Date
US Regulatory Manager March 11, 2016
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: Tha public reporiing burden for this collection of informalion is estimated to average (.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forrms. Send comments regarding the burden estimate or any other aspec of this
collection of information, including suggestions far reducing the burden to: Direclar, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, SW.,
Washington, DC 20460, Bo net send the form to this address,

DATA MATRIX
Date:  March 11, 2016 EPA Reg. No./File Symbol: 62719-YYY ] Page 4 of 127
Applicant's/Registrants Name & Address: Praduct:
Monsanto Company, 806 N. Lindbergh Blvd., 5t. Louis, MO 63167 SmartStax® PRO) Enfist™

Ingredient OvSnf7 dsRNA and Baciltus thwringiensis Cryl A 105, Cry2Ab2, CrylF. Cry3Bb1, Cry3d Abl. and Cry35Ab1 and the Genetic Material {Vector PV-ZMIR245, PHPEI9Y, PV-ZMIR 10871, PHP17622)
Necessary for thewr Production in MON 89034 « TC1507 = MON 87411 » DAS-54122-7 (OECD Unique Identifier MON-89(334.3 « DAS-01507-1 ~ MON-87411-9 x DAS-59122-7)

Guideline Reference Number

Guideline Study Nama

MRID Number Submitter Status Note

Song, Z, H Chen, JM Ward, and Q Tian 2013
Assessment of DvSnl7 ENA Levels in Maize Tissues
Callected trom MON $7411 Produced m Argentmne Field
Triols dunng 2011-2012 Monsanio technical repori
MSI-0024687

524 OWN Produc. Chamac . erization

$93151104

Bevene, Aster 2013. Assessment of Cry3Bb! and CP4
EPSPS Protein Levels in Com Tssues Coliected from
MON §7411 Produced in Argenting Field Trials during
2011-2012. Monsanto technical report MSL-0024586.

534 W Product Char~cterization

493151105

Urquhart, W.. Zhang, 1., Lawry, K., Song, Z. Mugller,
G M. liang, C, Skottke, K, Uffnan, J P, Ward, ITM_, Q.
Tian 2013. Characterization of DvSnf7 RNA Exiracted
{rom MOIN 87411 and Comparison of the Molecular and
Functional Properiies of Plant-Produced and in vitro-
preduced DvSnl7 RNA. Monsanto technical report M3L-
0025263

Proilact
524 OWN Charactgrizatipn
493151106 ¢ & &

Heman, R., R Heeren, and G Mueller, 2013
Charactenzation of the Cry3Bbi Protein Punified from the
Maize Grain of MON 87411 and Companson of the
Physicochemical and Functionel Properties of the Plant
Produced end E coli Preduced Cry3Bbl Proteins.
Monsanto technical report MSL-0024872.

-.:.I: Pi]:]ﬁc.t:.
524 OWN * o o Charactegzaion
4931511407 »

ye s

Lee, TC., 8 B. Storrs. 2013, Charactertzation of the CP4
EPSPS Protein Purified fTom the Maize Grain of MON
7411 and Comparisin of the Physicochemical and
Functional Properties of the Plant Produced and E. coli
Produced Cry3Bb1 Praieins. Maonsante technical report
MSL-0024834.

AERLE
» »

L] - -

aness

L [ ]

[ AR N NN

Product
594 OWN Chmagleﬂ@ngn
493151108 s ®

Signature

See page 1 for signature

Name and Title Date
Stephanie L. Burion March 1, 2016
LIS Regulatory Manage

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper versien.

Agency Internal Usa Copy
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P Ferm Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Papoerwork Reduction Act Natlce: The public reporting burden fer this collection of infermation s estimated to average 0.25 hours per response for registration activities and 0.25 hours ser jeqhonee
for reregistration and speciail review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any utherﬁpscl of this
colleclion of inforation, including suggestions for reducing the burden to: Dlreclur OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Stregl, S.W.,

Washingten, DC 20460. Do not send the form io this address. sane "
DATA MATRIX Tenee
Date: March [ 1, 2016 EPA Reg. No./File Symbol: 62719-YYY ol ,,'| Pageﬁ,q‘.u?
Applicant's/Registrant's Name & Address: Product: o HYY
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ :
tngredient DvEni7 dsRNA and Bacittus thuringiensis Cryt A 1035, Cry2Ab2, Cryl F, Cry3Bbi, Cy34Ab1, and Cry35ab1 and the Genetic Material ( Vector PV.ZMIR245, PHP895S, #¢ ?MRIHSH gnmam
Wecessary for their Production in MON 89034 « TC1507 ~ MON 87411 » DAS-55122-7 {OECD Unigue [dentifier MON-89034-3 - DAS-@1507-1 x MON-87411-9 « DAS-55122-7} : :_
Guideiing Reference Number Guideline Study Name MRID Number Submitier Status MR P Nme. .
L ] [ ] L]
Kang, H.T.. and A. Silvanovich. 2013 * *
Bioinformatics LCvaluation of the Transfer DNA
tnserl in MON 87411 Utilaizing the AD_2013,
TOX 2013 and PRT 2013 Dalabases. Monsanto 529 OWN Human Health
Technicat report MSL-(024833. 493151109 Assessrent
Kang, I.T., A. Silvanovich. 2013. Bioinformatics '
Evaluation of DNA Sequences Flanking the 5' and [
3" Junctions of [asered DNA in MON 87411: 524 |
Assessment of Putative Polypeptides. Monsantio
. OWN Human Health
technical report MSL-0024900. 49315110 Assessment -:
flendrix, 5. 2013. Comparison of Bmoiler
Performance and Carcass Parameters When Fed
Diets Conloining MON 87411, Control, or 524
Reference Maize. Monsanto study No. CQR-2012- OWN Human Health
0552, 49315111 Asseisrent
Richards, K.B. 2013. Evaluation uf the Potential
Dietary Eifecls of DvSnf? 968 on Honey Bee
Larvae (4dpis meilifera 1.). CAR 131-13. Monsanto
study CA-2012-0463. Monsanio technical report 524 OWN Environmental
MSL-0025237. 49315112 Assessment
Richards, K.B. 20t3. Evahiation of the Potential
Digtary Effects of DvSnf? 968 on Honey Bee
Adults {4pis mellifera L.) in a 14-day Continuous
Feeding Sudy. CAR 164-13. Monsanto study CA-
2013-0423. Monsanto technical repert MSL- 524 OWN Environmental
0025262 49315115 Assessment
Signature Name and Title Date
See page 1 for signature Stephanie L. Burton March 11, 2016
11§ Regulatory Manager
EPA Form §570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internat Use Copy
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paparwork Reduction Act Notice: The public reporting burden for this coiflection of information is estimated {o average 0.25 hours per response for registration activities and 0.25 hours per response

for reregisiration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
cotlection of information. incleding suggestions for reducing the burden to: Direcior, OPPE Infarmation Management Division {2137}, U S. Environmentat Pratection Agency. 401 M Sireet, S.W.,
Washington, DG 20460. Do not send the form {o this address.

DATA MATRIX
Date: March 11,2016 EPA Reg. NoFite Symbak 62719-YYY I Page B of 127
Applicants/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zicnsville Road, indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSnf7 dsRNA and Baciffus thwrinpiensts Cry 1A, 105, Cry2 AbZ, Cry {F, Cry3Bbi, Cry34Ab), and Cry35Abl and the Genetic Material {Vector PY-ZMIR245, PHP8359, PV-ZMIR 1087 |, PHP17622)
Necessary for their Production in MON 89034 » TC1507 « MON 87411 » DAS-59122.7 (OECD Unique Identifier MON-89(334-3 - DAS-315B7-1 x MON-87411-0 = DAS-59132-7}

See page | for signature

Stephanie L. Burton
US§ Regulatory Manager

March 11,2016

(Guideline Reference Number Guidelineg Study Name MRID Number Submitier Status Note
Paradise, MLS. 2013. Evaluation of Potential
Dictary Cfects of DvSnl7_%68 RNA on the Lady
Bectle  Coleomegilla  maculate  (Deleer) Eovi .
. nvirrmental
(Coleoptery: Coccinetlidag). Monsanto technical 534 OWN Acsacsment
Tan, ). 2013. Evaluation of Potential Dictary Effe
15 of DVSn{7_%68 RNA on the Parasitic Wasp, Envircnmental
Pediobius foveolatus (Hymenoptera: Eulophidea). 534 OWN Assessment
Monsantw technical report MS1L-0024746. 49315115
Vinall, $. 2013, Evajuation of the potential effects
of DVSn(7_968 ENA to the earthworm Eisenia
Andrei in an acute exposure study in an erificial Covironmental
spil substratc. Monsantp study No. MON-12-3. 524 OWN Asgsesament
Monsanto technical report MSL-0025028. 49315116 i
Tan, J. 2013. Evaluation of Potential Dietary . 0t
Effects of DvSnl7 %68 RNA on the [nsidious D M
Flower Bug, Orius insidiosus (Say) (Heleropters: A Rl Ermvi * l
Anthocoridag).Monsante  technical report MSL- TIVLsOTITLER
5 b ' BE EF
Vinzll, 8. 2013. Evalustion of the Potential Dietury A cone
Effects of DVSnf?7_968 RNA to the Springtail T e o
Folsomia candida (Collembola Tsotomidae) in a sodae o
Chronic [xposure Swmdy. Monsanw smdy No. Eovigonmenial
MON-13-23. Monsanto technical report MSL- 524 OWN Assessment
e 45315118 esuw
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Washingion, DC 20460, Do not send the form to this address.

Paparwork Reduction Act Notice: The public reporling burden for this colteclion of information is estimaled to average 0.25 haours per respanse for registration aclivities and 0.25 hours pesnesponse
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any othef gspligtbf this
collection of information, including suggestions far reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M StreethS.W.,

[ ER R R D]
DATA MATRIX seans i i
Date: March 11, 2016 EPA Reg. No.fFile Symbol: 62719-YYY . .E . -F Page 3.;;::2?
Applicant's/Registrant's Name & Address: Product: oo [
Dow AgroSciences, 9330 Zionsville Road, Indianapolis. IN 46268 SmartStax® PRO Enlist™ -

Necegsary for thewr Produchon m MON 89034 ~ TC1507 - MON 87411 ~ DAS-58122-7 (OECD Uru

que [dentifier MON-29(334-3 -

ingredient CvSni7 dsRNA and Bacifius thuringiensis Cry | A.105, Cry2Ab2, Cry 1F, Cry3Bhl, Cry34Ab1, and Cry35Ab1 and the Genetic Matenial { Vector PV-ZMIR245, PHPB999, PhaAieRe (87 | mnmzz)
DAS-01507-1 x MON-87411-9 » DAS-59122-7) »

L]

Guideline Reference Number Guideline Study Name MRD Number Submitter Status L Note :
Paradise, M.S. 2013. Evaluation of Potential il . a0 |
Dictary Cflects of DvSnf7_ 968 RNA on the . ¢ !
Carabid ground beetle, Poecilus chalcites (Sny) Envirormental
{Coleeopter: Carahidae). Monsanto technical report 524 OWN A'isc:.;r‘enl
MSL-0024764. 4935119 )

Tan, J. and 8. levine. 2013, Evalnation of the
Patential for [Interaction between DvSnf? D08
RNA and Cry3Bbl protein with Southem Comn
Rootworm Digbrotica undecimpunciora  kowardi Environmental
(Colcoplera: Chrys;omelidﬂc}‘ Monsanto Technical 574 OWN Assessment
report MSL-0025231. 49315120
Mueller G.M., and 5. Levine. 2013, Evaluation of
the Potential for Interaction berween the Cry3Bbi
protein and the DvSni7 968 RNA with the
Colorado Petato Deetle Leptinararsa decermbineara Environmental
{Say) (Coleoptera: Chrysomelidae). Monsanto 524 OWN Assessment
Technical report MS1.-0025239. 49315121
Dubelman, S. 2013, Scil Degradation of a dsRNA
Transeript Derived from the UvSnf7 Suppression Envirommental
Casseric and purified from DvySol7 968 RNA 534 OWN i&ssessmfl:i
Monsanto technical report MSL-D024864. 49315122
Bachman. .M., P.[». Jensen, 5.L. Levine, 2014,
Impact Assessment for Threatened and Endangered Environmestal
Species for Inseci-Protected Maize MON ET411 534 OWN Assessment
Monsanto technical report MSE-0023433. 4093151723
Signature Wame and Title Date
See page 1 for signature Stephanie L. Burton March 11, 2016
LIS Repulaiory Manager
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&E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Paparwork Reduction Act Notice: The publle reporting burden for this collection of informetion is estimated to average 0.25 houre per response for registration activities and 0.25 hours pBPF gsgonse
for reregistration and special review activities, induding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspest of this
collection of information, including suggestions for reducing the burden to: Direclor, OPPE Infarmaticn Managemert Division {(2137), U.S. Environmental Profection Agency, 401 M Street, SW.,

Washington, DG 20460. Do not send the form to this address. soesaw

DATA MATREX pasen .
Date: March 11, 2016 EPA Reg. No.fFile Symbol: 62719-YYY PR T Page § ¢6l27
Applicant'siRegistrant's Name & Address: Product: .e P
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, [N 46268 SmartStax® PRO Enlist™ .

ingrediant DvSnfT dsRNA and Bacillus thuringiensis Cry1 A 105, Cry2Ab2, CrviF, Cry3Bbi, Cry3dab], and Cry35Ab1 and the Genelic Material {Vecwor PV-ZMIR 2435, FHFE999, Wﬂﬁlﬁiﬂﬁ?t m | 5!

Necessary for their Production im MON 89034 ~ TC1307 » MON 8?41 | = DAS-59122-7{OECD Unique Idem!ﬁer MON-89C34-3 - DAS-@15G7-1 x MON-87411-9 x DAS-59122- T) s " - ]
Guideline Reference Number Guideling Study Name MRiD Number Submitter Status .. ,ﬁ.: hNgie asn [
. & a !
Response to Address EFA Reguest for Further * ¢ |
laformation  Relaled to  Human  Health [
Considenitions. 49553301 524 OWN Suppniive Data !
Response to Address EPA Request for Further
Information Related to Environmental Fate and
Non-Target Effects. 49553302 524 OWN Suppmtive Data
MON 88017 and MON 8741% Express Identical
Cry3Bbl Proteins. 49553303 524 OWN Supportive Data
Bioinformatic Evaluation of the DvSri7 Sequence, 49553306 54 OWN Supportive Data
Field FEveluation of Maize MON 87411 on Non-
Target Arthropeds across Three Geogruphies. 4955304 524 OWN Supportive Data
Bioinformatic Comparison of DvSnl7 wversus a
| luman Transcriptome Llsing STELLAR. 49553305 524 OWN Supponive Dala
Intormsation 10 Support  the Environmental Risk
assessment ecision for DvBnf7 RNA as Expressed in
MON 87411, Monsanto Technical Report §027197 44748501 524 OWH Supportive Data
Signature Name and Title Date
See page 1 for signature Stephanie L. Burton March 11, 2016
US Regulatory Manager
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. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Aet Nafice: The public reporting burden for this collection of mfarmation is estimated to average 0 25 hours per response for registration activities and (.25 hours per response for
reregistratign and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of Lhis collection of
information, including suggestions for reducing the burden to: Direclor, OPPE Information Managemem Division (2137), U 8. Environmental Proection Agency. 401 M Sireet. S W | Washimglon, DC 20460 Do not
send the form to this address.

DATA MATRIX
Date March 11, 2016 EPA Reg NoJFile Symbol 62719-YY'Y Page 100f 127
Applicant’s/Registrant's Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSni7 dSRNA. and Bacilius thuringiensis Cryl A 103, Cry2Ab2, CrylF, Cry3Bbl, Cry34Ab1, and Cry35Ab] and the Genetic Matenial {Vector PV-ZMIR 245, PHP899, PV-ZMIRI 0871, PP 7€27)
Necessary for their Production in MON 85034 x TC1507 » MON 87411 x DAS-59122-7 {OECD Unigue Iderifier MON-89034-3 ~ DAS-@1507-1 ~ MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitler Status MNote J
Adminisirative Materials for the Application to Amend ¢ | 1 | — 77 o I
Plant-Incorporaed Protectant, Baciflus truringiensts ]
Cryl A 103, Cry2Ab2, CrylF, Cry3BbI, Cry34Abl, and
Cry33Ab1 Proweins end the Genetic Materials ( Yectors PV- Administauve |
ZMIR245, PHPEG9Y, PY-ZMIRM, and PHP17662) Necessary 524 AWN
for their Production in MON 89034 = TC1507 ~ MON 88017 ~
DAS-59122-7
Gaodwin, B.K |, Marm, M.C,, snd N.E. Piggon. 200%. Fanm-

Level Benefits ol 2 Retuge Reduction for SmariSiax ™, A 324 OWN Supporung Informaiion
report from Agri-Analytics, Inc. NYA
Burns, J.A 2009. The Benefits of Refuge Reduction to 5% for 47943702 324 OWN Supporting Information »
SmartStax Com PP AR
] " »
Buris, J.A. 2009, Response to U.S. EPA BPPD Letter, Dated s " :
March 19, 2009 Reparding Applications to Register MON P Tesend
89034 < TCI1507 x MON 88017 ~ DAS-59122.7 EPA File N/A 524 OWN Sg::pom‘ng Infofmation
Symbals. $24-LIR (MON); D-395123 (DAS). .e’ sune
LA R NE ] L 2 : L
Bogdonova, M., 1A Bums, G Head, et al. 2009. Condition of : : N
Registmtion for MON 89034 x TC1507 x MON BR017 x DAS- eevwe
59122-7 Insect-protected and Herbicide T'olerant Com: 47843601 524 OWN Terms and Cordlgipuse o
Complance Assurance Plan »
Signature Name and Title Date -
SEE PAGE 1 FOR SIGNATURE Stephanic L. Durton March 11, 2016 .
US Regulatory Manager
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Form Approved OMB No. 2070-0060

o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 401 M Street, S.W.
WASHINGTON, D.C. 20460
Puperwork Reduction Act Notice: The public reporting burden for this collection of information 15 estrmaied to average 0.25 hours per response for regisiration aclivities and .25 hours per response for "% o §

reregistration and special review activities, including time for reading the instructions and completing the necessary forms Send commerns regarding the burden estimate or any ather aspect of this coliection®® =
mivrmation. including suggestions for reducing the burden to: Director, OPPE Information Managemeni Division (2137), U3, Environmenial Proteciion Agency, 401 M Street, S W . Washmgion, DC 20440. Do nut

send the farm to this address 2eseae
[ LB B
DATA MATRIX ¢ .
Date March 11, 2016 EPA Reg NoJ/File Symbol 62719-YYY 1 Pagg 1101127 $4a
Applicant'sfRegistrant's Name & Addrass Product : H .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Entisi™ sevome sesnes

Ingredient DVSNT7 dsRNA and Bacrilus thuringiensis Cry| A, 105, Cry2Ab2, Cry F, Cry3Bbl, Cry3dAbl, and Cry3SAb1 and the Genetic Material (Vector PY-ZMIR 245, FHPR999, PV ZMIR 10871, PHO . T2 )
Necessary for their Production in MON 89034 < TC1507 « MON 87411 » DAS-39122-7 (OECD Unigue ldcntifier MON-89034-3 » DAS-507-1 x MON-87411-9 x DAS#531 229 ta en

Guideline Reference Number Guideline Siudy Name MRID Humber | Submitter Status Note AP

Dogdunova, N.. ). Carden, J. Lambert, et al. 2009, Educational
Materials amd Information of [IRM Requirements Provided by
Monsanto Company to Growers of MON 89034 < TC|507 =
MON 88017 « DAS-39122-7 Insect-protected and Herbicide 47883602 324 OWN Temms and Conditions
Tolerant Cormn

Head, G., W. Moar, and N. Storer. 2009. Insect Resistance
Momitering ang 2 Remedial Action Plan for MON 89034 x
TC1507 <« MON 88Q17 ~ DAS-39122-7 lnscct-protected and 47883603 524 OWN Terms and { onditiops
Herbicide Tolerant Com

Submaission of Pesticide Use Data in Suppeort of the
Hegistrations of MON 810, MON 863, MON 863 » MON 810,
MON 88017, MON 38017 - MOWN 819, MON 85034 (=
MNR603), MON 85034 « MON 85017, MON 89034 < TC1507 48367800 524 OWN Terms and Conditions
» MON 88017 x DAS-59122.7

Keller, P 2011, Annual Sales Repon for MON 810, MON 863,
MOMN 863 < MON 810, MON 88017, MON 88017 x

MON 810, MON 89034, MON 88017 = MON 83034, and 48367601 524 OWN Terms and Conditions
MON 23017 ~ MON 89034 = TC 1507 x DAS-59123-7

Zahora, A, and P Keller. 2011. 2010 Insect Resistance
Management Compliance Assurance Program Repon for

MON 89034 = TC1507 « MON 88017 = DAS-59122-7 Insect- 48367901 524 OWN [RM
pratected and Herbicide Tolerant Com
Signature Mame and Tille Date
SEE PAGE 1 FOR SIGNATURE Stephanie L. Buron March 11, 2016
LS Regulatory Manager
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Form Approved OMB No. 207¢-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of mformation 15 eshmated to averape 0 23 hours per response for registration activities and 0 23 hours per response for
reregistration and special review activities, including time for reading the mstructions and campleting the necessary forms. Send comments regarding the burden estimate or any other aspect of (his collection of
information. including suggestions for reducing the burden to: Director, OFPE Information Managewnent Division {2137}, U.8. Environmental Protection Agency. 401 M Sireet. 3. W._ Wazshington. DC 20460. Do not

send the form to this address,
DATA MATRIX
Date March 11,2016 EPA Reg No/File Symbol 62719-YYY Page 12 of 127
Applicant's/Registrant’s Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapotis, IN 46268 SmartStax® PRO Enlist™

ingredient DvSnf7 dsRNA and Bacillis thuringiensis Cry] A 105, Cry2 Ab2, CryiF, Cry3Bb1, Cry3d4Ab], und Cry3Sabl and the Genetic Material {Vector PY-ZMIR245, PHP 8959, PYV-ZMIR 10871, PH _:-ZJ
Necessary for their Production in MON 89034 =« TC 1507 « MON 87411 x DAS-59122-7 (OECD Limaue ldentifier MON-89@34-3 ~ DAS-01507-1 » MON-87411-9 » DAS-59122.7)

Guideline Reference Number

Guidetine Siudy Name

MRID Mumber

Submitier

Status

Note

Submission of Efficacy Data in Support of the Registration of
MON 89034 = TCI507 x MON 88017 ~ DAS-59122-7

48369700

OWN

Product Charactenization

Head. G, M. Carroll, L. Stork. el al. 2011 Com Rootwoarm
Adult Emergence from MON 85034 = TC1507 = MON 88017
* DAR-59123-7, MON 88017, DAS-39122-7, and Non-Bt
Com with Varipus Egg Dengities in 2010 ULS, Field Trialg

48369701

524

UWN

Administrative Materials for the Apolication to Register the
Plunt-Incorporated Protectan, Bacillus thuringiensis

CrylA 105, CryZAb2, CrylF. Cry3Bbl, Cry3 and Cry33
Proteins and the Genetic Materials {Vectors PY-ZMIR245,
PHPE999, PV-ZMIR39, and P1IP17662) Necessary for their
Producuon i MON 858034 ~ TC 1507 x MON 88017 ~ DAS.
59122-7.

324

OWN

Administrauve
» L]
L} L |
agAeEN =k N

Bums, J.A. 2008. Human Health and Environmenial
Assessinent of the Flant-Incompuorated Proteciam Bacillus
thuringiensis Cryl A 103, Cry2Ab2, CrvIF. Cry3Bbl,
Cry34Ab1, and Cry35Ab1 Proteins Produced in the Combined
Trant Com Product MON 85034 x TCI507 » MON 88017 =
DAS-39122-7. Monsanto Technical Repont MSLO021223

47444901

524

OWN

[ LI
L L L 3
L

L)

- »
AdpadS

[ L XN N .
- L ]
Proﬁwb("rmamerizam .
L 3

Rice, J¥. 3008 Surmmary of Southemn RBlot Analyses 1o
Con{irm ihe Presence of MON 89034, TC 1507, MOM 88017,
and DAS-59122-7 in the Combmed Trait Corn Product MON
89034 = TCL507 =« MON 88017 ~ DAS-59122-7 Monsanto
Technicat Repont MSL.0021265.

47444602

524

DWN

[ 1121
L] []
. L ]
[ R A X 2}
- -
LEE LN} ]
-
Product Charactenzawons
L ] & &

Signature

SEE PAGE 1 FOR SIGNATURE

Mame and Tiile

Stephanie L. Burton
US Regulatory Manager

Date
March 11, 2016
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Form Approved OMB No. 2070-0060
oy UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Netice: The public reportimg burden for this collection of infbrmation is estimated to average 0.25 hours per response for registration activities and {t 25 hours per response fior PR
reregistration and special review activities, including time for reading Lthe instructions and completing the necessary forms. Send cunments regarding the burden estimate or uny other aspect of this collection af 1
iformation. including suggestons for reducing the hurden io- Director, OPPE Information Management Division (2137), 1.8 Environmental Proteclion Agency, 401 M Street. SW | Washington, DC 2046¢ Donot

send the form 1o this address soe san
DATA MATRIX Tt .

Date March 11, 2016 EPA Reg No/File Symbal 62719-YYY rﬁéq'.e:m of 127 o

Applicant’s/Registrant’s Name & Address Product ¢ 8 .

Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Endist™ ssense senees

Ingredient DvSHH7 dsRNA and Bacilius thuringiensss Cry | A 105, Cry2 Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetic Matenial {Vectar PY-ZMIR245, PHP8999, PVEMIR 1R 71, PH_’ Thg )
Necessary for their Production in MON 85034 = TC1507 » MON 87411 = DAS-59122-7 {OECD Unique ldentifier MON-89@34-3 « DAS-Q1507-1 * MON-87411-9 = DAS-#9128-7%

LB B B A A J o

Guideline Reference Number Guideline Study Name MRiD Number { Submitier Siatus Note - "
Tavlot, J.P.. JR Groat. and ). D). Masucei 2007 Southern Blot
Analyses tw Conlirm the Presence of MON 83034 and MON
§8017 in the Combimed Trait Com Product MOMN 89034 =
TC1507 - MON 38017 =~ DAS-59122-7. Monsanio Technical 47494903 514 OWN Product Characlerization
Report MELOO2IGR2

Schafer, BW ,C.Q Cia,and 5 K Embrey. 2008. Scuthern
Blat Analyses to Confirm the Presence of TC1507 and
DAS-359122-7 in the Combined Trai Com Producl MON
#0034 x TC1507 x MON 88017 = DAS-39122-7. Dow
AgroSciences Study 11} 071179, 47444904 68467 PER Product Charactervzaton

Murphy. JLA. and ). 5. McClain. 2008. Summary of CrylA 105,
Cry2Ab2, CrylF, Cry3Bb1, CP4 EPSPE, Cry34Abl,
Cry35Ab]1 and PAT Trotein Levels in the Combined Truut Comn Product Characleruation
Product MON 89034 ~ TC1507 ~ MON 88017 = DAS-59{22- 47444905 524 OWN

7 Produced in US Figid Trials in 2006 Monsanto Techmical
Report MSLO021266.

Stillwell. L and A Silvanovich 2007, Asscssment of
CrelA 103, Cry2Ab2, Cry3Bbl, and CP4 EPSPS Protemn
Levels in the Combined Trail Com Produc MON 85034 =
TC1307 ~ MON 88017 » DAS-59122-7. Monsanto Technival 47444906 524 OWN Prod uetron Characterization
Report MELOD2Z 1070

Phillips, A M. 2008. Cry34Abl Cry33AbL. CrylF, and PAT
Protein Levels in Hybrid Maize TC1 507, BAS-35122-7. MON
$9034 = TC1507 » MON BRO17 < DAS-59122-7 and a

Conventional Control from the Munsanto 2006 Production Plan 47444907 68467 PER Product Charactenizatinn
06-01-52-04. Dow AgroSciences Study 1D U6 1U26.Ub.
Signature Name and Title Date
SEE PAGE 1 FOR S3IGHNATURE Stephanic L. Burton March 11, 2016

US Regulatory Manager
EPA Form 8570-35 (5-87) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copy




Dow AgroSciences 33 of 312

Form Approved OMB No. 2070-0060

@‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
k_) 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Natice: The public reporting burden for this collection of information is estimated to average ) 25 howrs per response for registration activities and (.25 hours per response for
reregsiration and special review activities, including time for reading the instructions and completing the necessary forms. $end comments regarding the burden estimate or any cther aspect of this collection of
information. including supgestions for reducing the burden to: Director, OPPE Information Management Division (2137), US Environmental Protection Apency, 401 M Street. 8 W .. Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX
Date March 11, 2016 EPA Reg NofFile Symbol 62719-YYY Page 14 of 127
Applicant's/Registrant's Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, TN 46268 SmartStax® PRO Enlist™

Ingredien] DvSnf7 ¢sRMA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cryl F, Cry3Bb1, Cry34Abl, and Cry35Ab1 and the Genetic Matenal { Vector PV-ZMIR245, PHPR999, PV-ZMIR 10871, PH> 7622}
Necessary for their Production in MON §0034 « TC 1507 x MON 87411 x DAS-59122-7 (OECD Unique 1dentifier MON-89334-3 < DAS-Q1537-1 » MON-874{1-9 x DAS-58122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Slatus Note

Levime, S. 2008, Swudies Performed 1o Evaluaie 1he Polential

far Internctions among Cry Proteins Produced by MOM 80434
« TC1507 » MON 88017 »~ DAS-59122-7. Mensanto Enyironment Assessment
Technical Report MSL0021267. 47444908 S24 OWN

MacRae, T. 2008. Evaiuation of Potential for meraction
Between the Baciifies thuringiensis Cry3Bb1, Cry34Abl, aml )
Cry35Ab! Proteins. Monsantd Technical Report MSLO020554 47444900 524 QWN Environmenial Asseastmant

Levine, 8 2008, Evailuation of Lhe Poleatial for Interactions
amang Cry Protens Produced by MON 89034 « TC 1507
MON 38017 « DAS-59122-7 by Insect Bicassay Monsania

. Envi I Ass t
Technical Report MSLOO21104 1434910 524 OWN AriroRmental Assessmen
L J W
* »
Head, G. and N. Storer. 2008, Insect Resistance Management tasuws Ll
Plan for MON 85034 « TC1507 ~ MON 88017 » DAS-59122- HER .
7 Monsanto Technical Repor MSLO021285. 474449] | 524 OWN . WRM .
YR RED [Z R X R E ]
Levine, S_and I. Huesimg 2008 Fndangered Species Impact Sae’ sane
Assessment tor the Combined Trait Com Product MON 89034 PP, esse
& TC150T = MON §80717 < DAS-39122-7 Monsanto
E al
Technical Report MSLO021268 47449912 324 OWN Tf?ffdm Assessmant
L ] -
Signature Name and Title Dale i ®
SEE PAGE 1 FOR SIGNATURE Stephanic L. Burton March 11, 2016 LT
US Reguiatory Manager ss &
EPA Form B570-35 (9-97} Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copy
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401 M Street, S.W.

@‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
~ WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response {or registration activities and 0.25 hours per response for s o
reregistration and special review activities, mcluding time for reading the instructions and completing the necessary forms Send comments regardimg the burden estimate or any other aspect of this collection fe P
information. ncluding suggestions for reducing the burden to: Iirector, OPPE Information Management Division {2137), 7S Environmental Proteclion Agency, 401 M.Street, 3.W .. Washinglon, [XC 2046¢. Do not

send the form 1o this address. sccese
DATA MATRIX "E": .

Date March 11, 2016 EPA Reg No./File Symbol 62719-YYY fpsg:e:w of 127°%°

Applicant's/Registrant’s Name & Address Product v R

Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46263 SmartStax® PRO Folist'™ ssssse sacces

"
Ingredient DvSnf7 dsRNA and Baciilus shunngiensts Cryl A.105, Cry2Ab2, CrytF, Cry3Bbl, Cry34Abl, and Cry33Ab! and the Genetic Material (Vector PV-ZMIR245, PHP8959, PVEMIR10RT1, PHP 1 76.7)
Necessary tor thewr Production in MON 89034 « TCI507 « MON 87411 x DAS-39122-7 (OECD Unigue ldentifier MON-$934-3 « DAS-01507-1 » MON-E7411-9 < DAS-#%124-T)

L 3 L) LA LK |

Guideline Refererice Number Guideline Study Name MRIO Number Submitter Status Note L

Paradise, M. 2008 Evaiuation of Potential Dietary Effects of
Pollen From the Combined Trait Com Product MON 89034 =
TC1507 x MON B3017 = [XAS-59122-7 on the Ladybird Beelle
Coleamegiiia macudaia (Coleoptera, Coceinellidae). Monsanto 47444913
Technical Report MS1. 0021036

524 OWN Ervironmental Assesgment

Updated Compliance Assurance Plan, Educational Materials,
IRM Monitaring, and a Remedial Action Plan for MON 89034
(EPA Reg. No 534-375) and MON 89034 = MON 88017 (EPA
Reg. No. 524-376) Insect-Protected and Herbicide-Tolerant 48369601 524 OWN Terms & Conditions
Com

Annual Sales Report for MON 810, MON 863, MON 863 x
MON 810, MON 88017, MON 83017 < MON 810,

MON 89034, MON 88017 » MON 83034, and MON 88017 »
MON 89034 « TC1507 » DAS-59122.7 (EPA Reg. Nos. 524- N N
489, 524-528, 524-545. 524-551, 524552, 524575, 524-576, 483678-01 524 OWN Terms & Conditians
and 324-581)

Enhanced [nsect Resistance Management Compiance

Assurance Program for Corn Borer Protocted Bt Com, Com »
Rootworm-Protected Bt Corn, and Com Borer / Comn 483751-01 ADSTC Terms & Conditions
Rootworm Protected Stacked Bt Corn

Daseline Assessment of B3t Susceptibility of Corm Earworm, L [RM- o
Helicoverpa zea, 1o Cry LA 105; 2009 Collections and Assays 48207401 524 OWN Condition of Registratiun
{Lang, B. 2010}
Signature Name and Tille Date
SEE PAGE 1 FOR SIGNATURE Stephanic L. Buston March 11, 2016
US Regulatory Manager

EPA Form B570-35 (8-97) Electronic and Paper versions available. Submit only Faper version Agency Internal Use Copy
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Forn Approved CMB No. 207G-0060

Paperwork Reduction Art Nofice: The public reporting burden for this collection of information is estimated 10 averape (.25 hours per response for registration activities and 025 hours per response for
Teregistration and special review activities, including ime for reading the instructions and completing Lhe necessary forms. Send comments Tegarding the burden esumate or any other aspect of this collection of
wiormation, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), {J &, Environmental Protection Agency, 401 M Sweel 8 W, Washington, DC 2(460. De not

send the form 1o this address,

DATA MATRIX

Date March 11, 2016

EPA Reg No/File Symbol 62719-YYY

Page 16 of 127

Applicant's/Registrant’s Name & Address
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, [N 46263

Product

SmartStavl PRO Enlin™

Ingredient DvSnf7 dsRNA and Bacidius thuringiensis Cry LA 105, Cry2Ab2, CrylF, Cry3Bb1, Cry34Abl, and Cry35ab! and the Genetic Material (Vector PV-ZMIR 245, PHPES9S, PV-ZMIR 10871, PH 7622)
Necessary for their Production in MON 89034 « TC1507 = MON §7411 = DAS-36122-7 (QECD Uiruque [dentifier MON-89G134.3 » DAS-O1507-1 ~ MON-87411-9 « DAS-56122-T)

Guideline Reference Number Guideline Study Name MRID Mumber Subrmitter Status Note
Baseline Susceptibility of the European Com Dorer, Ostvima . IRM-
nubitasis. to Cryl A.105 and Cry2Ab2 Bt Proteins (Siegiried, 48207402 324 OWN Condition of Registration
B and Spencer. T 2010)
2010 Inseet Resislance Management Compliance Assurance . m‘.\'{' .
Propram Report for Com Borer Protected Bt Corn MON §9034 524 OWN Condition of Fegrsiatin
{EPA Reg. No 324-573) A
Baseline Susceptibility of Southwestern {om Borer, Liagiraea TRM-
prandipsella, o Cryl A 105 amd Cry2Ab2 Bt Proteins (Song, 35207403 324 OWN Candition of Registration
Q_Sun, Y_and Wang Q 2069)
Annual Sales report for MON 810 {(EPA Reg No. 524-489),
MON 863 {LPA Reg. No. 524-318}), MON 863 x MON 810 [ * [ :
(EPA Reg No. 524-545). MON 88017 (EP'A Reg. No. 524- Sessss  as e
531;, MON 89034 (EPA Reg No. 524-575) and MON 89034 x 1796 1441 524 OWN s 1§ & Conditiong
MON 88107 (EPA Reg No. 524-576) : * * . .
L1 N N Y] ddpane
L] » -
Updeted Compliance Assurance Plan, Educational Marerials, . »
IRM Monitoring, and a Remediat Action Plan for MON 89034 POV D
and MON 85034~ MON 88017 Insect-Protected and Herbicide- 479033501 524 QWN #Gondikons of Ragieiralion
Tolerant Com (Keller. P. 2011) . »
L Kk & B |
Signature Name and Title Date teeene
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11,2016 .
L% Regulatory Manager Beer

EFA Form 8570-35 {9-97) Electronic and Paper versions availabie. Submit only Paper version

Agency internal Use (.:opy .
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Form Approved OMB No. 2070-0060
-’"‘-] UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@, 401 M Street, S W,
WASHINGTON, D.C. 20460 S

Paperwork Reduction Act Notice: The pubhc reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0 25 hours per responsefor @ = @
reregistration and special review activilies, including time for reading the mstructions and completing the pecessary forms. Send comments regarding the burden estimarte or any other aspect of this collection'o
miurmation, including suggestions for reducing the burden to: Director, OPPE Information Munagement Divisiom (2137). 11.5. Environmental Prolection Agency. 401 M Street. 8 W _ Washinglen. DC 204& be W
send the form 1o this address.

LA N LA J
>
DATA MATRIX . .
ghad L3 ] :!
Date March 11, 2016 EPA Reg No./File Symbot 62719-YYY Page 17 of 127 seee
Appiicant's/Regislrant's Name & Address Product esteet teeeas
Dow AgroSciences, 9330 Zionsville Road, Indianapohis, IN 46268 SmanSax® PRO Enlist™ N -t
Ingredient DySnf7 dsRNA and Baciffus thuringiensis CrylA. 165, Cry2Ab2, CrylF, Cry3iBh!, Cry34Abl, and Cry33ab1 and the Genetic Materal { Vector PY-ZMIR 245, PHFR999, P\’-Z 19871, PHr 1 8.2
MNecessary for their Production in MON 80034 « TCISGT « MON 87411 ~ DAS-59122-7 (OECD Unique ldentifier MON.89334-3 » DAS-(15007-1 = MON-. 8?41 1-9 = DAS.:-EH W) ss wa _._]
Guideline Reference Number Guidetine Study Nama MRID Mumber Submitiar Status Mate . .
Supplemental Infarmation for MRID No. 46951402 “Amended . )
Repert for MSL-20072: Molecular analysis of Corn MON 47127503 524 OWN Product Charocterization

85034™.

Supplemental Information for MRID No 46951403

~Asgessment of the CrylA. 105 and Cry2 Ab2 Protein Levels m 3
Tigsues of Insect-Protecled Com MON 89034 Produced in 47127505 524 OWN Product Charactenzation
2005 U5, Field Trials™

Bogdanova, N.N. 2006, Human Health and Environmenal
Assessment of the Plant-[ncorporated Proteciant Bacilius o
thuringtenses Cry1A. 105 and Cry2Ab2 Proteins Produced in 1695 14-0t 524 OWN Produet Characterization
Com M{ON 89034,

Rice, J.F., B.). WolfY, IR, Groat. N.K. Scanlon, J.C. Jenungs.
and J D Masuccl. 2006 Amended Report for MSL-20072

Molecular Analysis of Carn MON 89034, Monsanio Technical 46951302 524 OWN Product Characterization
Report MSL-20311.

Hartmann, AL, K E. Niemeyer, and A. Silvanovich. 2006,
Assessment of the Cryl A 103 and Cry2 Ab2 Progein Levels in
Tissues ot lnsect-Protected Corn MON 88034 Produced in

2005 U.S. Field Trials. Monsanto Technical Report MSL- 46951403 524 OWN Product Characterization
20285
Signature MName and Title Dale
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burion March 11, 2016

US Reguiatory Manager

EPA Form 8570-35 (3-97) Electronic and Paper versions availaiie. Submit only Paper version Agancy internal Use Copy
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Form Approved OMB No. 2070-0060
@ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
L _) 401 M Street, S.W.,
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this callection of information is estimated to average €25 hours per response for registratron activities and 0 25 hours per response for
reregistration and special review activities, including time for réeading the instructions and completing the necessary forms Send comments regardmg the burden estimate or any other aspect of this collection of

mformation, including suggeslions for reducing the burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Proleciion Agency, 401 M Street. 5 W . Washinglon, DC 20460 Do not
send the form 1o this address.

DATA MATRIX
Date March 11, 2016 EPA Reg NoJFile Symbol 62719-YYY Page 18 of 127
Applicant'sfRegistrant's Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™
ingredient DvSnf7 dsANA and Bacillus thuringiensis Cryla. 105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Ab1, and Cry35Ab1 and the Genetic Material ¢ Vector PV-ZMTR245, PHPB999, PY-ZMIR 10871, PHy1 7622 )
Necessary tor their Production in MON 89034 < TC 1507 < MON §¥4 11 = DAS-59122-T (OECD Umique Identifier MON-896134-3 < DAS-0J1537-1 » MON-87411-9 ~ DAS-59122-7) _|
Guideline Reference Number Guideline Study Name MRiD Numbser Submitier Status MNote

Karunanandaa, K.. JJ Thorp. M E. Goley, S.L. Leving, and A,
Silvanovich, 2006 Characterization of the Cry2Ab2 Protein

Purified from the Comn Grain of MON 89034 and Comparison
of the Physicochemical and Functional Properties of the Plant- o
Produced and E. codi-Produced Cry2Ab2 Proteins, Monsanto 46951404 524 OWN Produet Characterization
Technical Report MST-20071.

Levine. S L andJ Uftman. 2006. Evaluation of the

Functicnal Equivalence of the Cry2Ab2 Protein Produced in
E.Coli and Bt Against a Sensitive Lepidopteran Species. 469514-05 524 OWN Produet Characterization
Monsanto Technical Report MSL-20132.

Rice, LF,B). Wolft, }.C. Jennings, and F.1. Masuear 2005

Surmmary of Southern Blot Analysis of MON B%034 and MON 466945-01 524 OWN Product Characterizalion
£9597 Com  Monsanto Techrucal Report MSL-20068 . a
Goertz, B., T. Ganguly. J. Lee, T. Lee, and E A. Rice. 2003, saases Voo ae
Characterizatton of the Cryla 105 Protein Purified from the . =
Com Grain of MON 89034 and Compenson of the A *
Physicochemical and Functicmal Properties of the Plant- d66946-0d 524 emsese Tesase
Produced and E.codi-Produced Cry1 A 105 Proteins  Monsanto OWN Praduct € haracterization
Technical Report MSL-19960. PPN shes
[ 2 ¥R ] e : L]
L] L J
Supplemenial Information for MRID No. 46951402 “Amended escan’ ¢
Report for MSL-20072: Moleculsr analysis of Corm MON 471275-03 524 OWN Product Charactédigalipl o
890347 : .
Signature Name and Title Date « 0%
SEE PAGE 1 FOR SIGNATURE Stephanic L. Burion March 11. 2016 o
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions avatable. Submit only Paper varsion Agency Internal Use Copy
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Fommn Approved OMB No. 2070-0060

-'“'*-‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(& 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 025 houss per response for registration activines and 0.25 hours per response for "%, 3

reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection ab ¢ &
intormaton, weluding suggesnons for reducing the burden to Director, OPPE [nfarmation Management Division (2137, 1.5, Envirenmental Protecuon Agency, 401 M Saeet. 5. W, Washington, DC 20460 Do not

send the form to this address. 10ecee
LI R R L)
DATA MATRIX = e .
Date March 11, 2016 EPA Reg No fFile Symbol 62719-YYY | Pagg190f127 3,44
Applicart’s/Registrant's Name & Address Product T -
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartSiax® PRO Enlisi™ ssasse faence

ingredient DvSni7 dsRNA and Bacillus thuringsensis Cry | A 105, Cry2 Ab2, CrylF, Cry3Bbi. Cry3dADb1, and Cry35Ab1 and the Genetic Material { Vector PV-ZMIR245. PHP8999, PVeZMBR 13871, PHo 76 2,
Necessary for thew Production in MON 89034 * TC 1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-83034-3 = DAS-1507-1 » MUON-87411-9 > DASES9] 2.7 . an

Guideline Reference Number Guideline Study Hame MRID Number Submitter Status Note *e s

Supplemental information for MRID No 46931403

“Assessment of the CrylA.105 and Cry2 Ab2 Proiein Levels in
Trssues of [nsect-Protected Corn MON 89034 Produced in 471275.05 524 OWN Product Characterization
2005 U.5. Field Trials'

Bogdanova, N.N. 2005, Suucrural and Functicnal Similarity
of the Cry1A_105 Protem to Cry 1 A Class of Bacilus

thuringiensis Proweins. Mansanto Technical Repon 03-RA-62- 366946-01 524 QOWN Producet Charact=-izahirn
ol

Dudin, ¥ A and P. Chunnadurai. 2005 Qualiative Detection
Method for the Cry2Ab2 Proein in Com Leaf and Seed of

MON 89034 and MON 89397 Monsanto Technical Report 05- 46694503 s OWN Product Characterization
RA-39-04
Bonnetie, K.L. 2006. An acute oral foxicity study in mice witlh 46951406 524 OWN Human Health Assessment

Cry2Ab2 protein Monsanto Study CRO-2005-049

Kapadia, 5.A and E A Rice. 2006 Assessment of the w vrire

Digestibility of the Cry2Ab2 Protein in Simulated Gastric 46951407 s34 OWN Human Health Assessment
Flutd. Monsanio Technical Report MSL-19931.
Signature Name and Title Date
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burlon March 11, 2016
US Regulatory Manager

EPA Form 8570-35 (9-97) Electranic and Paper versions available. Submit only Paper version Agency intermal Use Copy
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Form Approved OMB No. 2070-0060
. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 401 M Straet, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduetion Act Notice: The public reportimg burden for this collection of information is eshmalted to average (.25 hours per response for tegistration activities and 025 hours per esponse lor
reregistration and special review activities, including time for reading the mstructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
intormation, meluding suggeshons for reducing the burden to. Direcior, GPPE Information Management Division (2137}, ULS. Environmeniul Protection Agency, 401 M Steel 5. W Washington, DC 20460, Do not
send the form to this address.

DATA MATRIX

Date March 11, 2016 EPA Reg No./File Symbol 62719-YYY Page 20 of 127
Applicant's/Registrant's Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapoiis, IN 46268 SmanStax® PRO Enlist™

Ingredient DwvSnf? dsRNA and Bacillus thuringiensis Cry1 A.105, Cry2Ab2, CrylF. Cry3Bbl, Crv34AbY, and Cry335Ab) and the Genetic Material {Vector PV-ZMIR245, PHPRSGS, PV-ZMIR 10871, PH1 76.%)
Necessary for their Productien m MON 89034 < TC1507 « MON 87411 » DAS-3%122-7 (OECE Unigue ldentifier MON-39634-3 - DAS-01507-1 ~ MON-§7411-9 ~ DAS-59122-T)

Guideline Reference Number Guideline Study Name MRID Number Submitler Slatus MNote
Kapadia, $. and E.A. Hice 2005. Asseasment of the in vitrp Humen [lealth %_s:ment
Digestibility of the Cryl A 105 Protein in Simulated Intestinal 469514-08 524 OWN

Fluid. Monsamto Techmical Report MSL-19230.

McCoy, R.L. and A. Silvanovich, 2005. Bioinformatics
Analysis of the Cry1 A 103 Protein Ltihzmg the AD3.

TOXINS, and ALLPEPTIDES Databases. Monsanto Technical 466946-03 524 OWN Human Health Az zssm e
Report M51.-19686,

Thorp, 1 ). and M.E. Goley, 2006. Assessment of the in niro
Digestibainty of the Cry2Ab2 Prolein in Simulated Intestinal 469514-09 524 OWN Human Health Assessment
Fluid. Monsanio Technical Repon MSL- 19938 :

L ] L]
McClain, 1.5, and A. Silvanovich. 2006. Diowmformatics L
Evaluatien of the Cry1A.105 Protein Utilizing the ADS, - e
TOXINS, and ALLPEPTIDES Databases. Monsanto Technical 16951410 34 OWN Alurmman Mealth Assessmen
Report MSL-20351. . -
e w .
L ] »

a*ae [ LR 1]

Kapadia, 8 A and E A, Rice. 2005, Assessment of the in vitro .
Digestibility of the Crv A 105 Proteirt in Simulated Gastri 466946-06 524 OWN TGP Jealth ARIR_ Rent

Fluid. Monsanto Technical Report MSL-19929. - +
Signature Name ard Title Date essene
SEE PAGE 1 FOR SIGNATURE Stephanic L. Burlon March 11, 2016 vaee

US Regulatory Manager L

EPA Form B570-35 (9-97) Eteclronic and Paper versions availabie. Submit only Paper version Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
&) 401 M Street, SW.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Nofice: The public reporting burden for this collection ol nformation 1s estimated to average 0.25 hours per response for registration activities and 0 25 hours per response for & o @
reregistration and special review activities, ineluding time for reading the instructions and completing the necessary forms. $end comments regarding the burden estimate or any other aspect of this collection®? * *
intormation. ncluding suggestions tor reducing (he burden to: Director, OPPE Information Management Division (2137), U 8. Environmental Protection Agency. 401 M Street. 5. W.. Washington, DC 2{]460 Pg ;u‘l

send the form to this address. .

L R ] . X3 .

DATA MATRIX :

ey - Y 2 . [ ]
Date March i1, 2016 EPA Reg NoJFile Symbol 62719-YYY -I Pelge 2107127 sasne
Appticant’s/Registrant’s Name & Address Product H Ceesee
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enjise™ ereess M
Ingredient DvSni7 dsRNA and Bacillus thuringiensis Cry 1 A 105, Cry2 Ab2, CryF, Cry3Bb1, Cry34Ab, and Cry35Ab1 and the Genetic Material (Veotor PY-ZMIR243, PHP8950, PW-ZMIR 0371, PHY | 7422)

Necessary for their Production in MON 89034 « TC 1507 » MON 87411 » DAS-39122-7 (OECD Unique ldentifier MON-856133-3 <« DAS-@1507-1 » MON-87411-9 DAQ&‘)J:?,@) ow we _I
[ ) ¥

Guideline Reference Number Guideline Study Mame MRID Number Submitler Status Nole . .

Goley, M E. and J.J Thomp. 2005. -Immunudciccnon of
Cry2Ab2 and Cryla 105 Proteins in Com Grain from MON

86034 Following Heat Treatment  Monsanto Technical Report 465945.07 524 OWN Human Health Assessment
MSL-19899.
Bonnette, K L. 2005 An Acule Oral Toxiciy Study in Mice 466946.03 524 OWN Human Health Assmssment

wath Cryl A 103 Protein. Monsante Study CRO-2005-050

McClain, J.3 and A, Silvanovich. 2006, Biemformatics

Analysis of the Cry2Ab2 Protein Utiizing the ADS, TOXINS,
and ALLPEPTIDES Databases Monsanto Technical Report 4695 14-11 524 owWN Human Health Assessment
MSL-20307.

Davis, 8 W. 2006, Comparison of Broiler Performance and

Carcass Parameters When Fed Dicts Contamning MON 89034,
Conirol o7 Commercial Com. Movsanto Study 05-01-50-13, 469514-12 524 OWN Human Health Assessment
Amended Report.

MacKae, T.C., C.R Brown, and 5.1. Levine. 2006. Spectrum

of Insecticidal Activity of Bacillus thunngiensis Cry1 A.105 46951413 524 DWN Environmental Assessment
Protein. Monsanto Technical Report MSL-20230.
Signature MName and Title Date
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burion March 11. 2016
US Regulatory Manager
EPA Farm 8570-35 (8-57) Electronic and Paper versions available. Submit onty Paper version Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
‘@‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
k _) 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduclion Act Notice: The public reporting, burden for this collection of information is estimarted to average 0.25 hours per response Lor regisiration activities and 0 25 howrs per response for
reregigiration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate o any other aspect of this collection of

intormation. including suggestions for reducing Lhe burden to: Divector, OPPE Information Management Division (2137), U 8. Enviconmentol Protection Agency, 401 M Street, § W, Washmglon, DC 20460 Do not
send the form to this address.

DATA MATRIX
Date March 11, 2016 EPA Reg NofFile Symbol 62719-YYY Page 22 of 127
Applicant’s/Registrant’s Name & Address Product o
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SinariStax® PRO Enlist™

Ingredient DvSnf? dsRNA and Bacilhes thuringiensis Cry LA 105, Cry2 A2, Cry IF, Cry3Bb1, Cry3dAbl, and Cry3SAB1 and the Genetic Material (Vector PY-ZMIR245, PHPRS99, PY-ZMIR 10871, PHPI ‘E]!ﬁ)
Necessary for their Production in MON 89034 « TC 1507 x MON 87411 x DAS-39122-7 (GECD Unique Ldentifier MON-8%034-3 <« DAS-Q15307-1 ~ MON-8741§-9 ~ DAS-39122-7}

Guideline Referencge Number Guideline S{udy Name MRID Number Submittey Status Note

MacRae, T.C., C.R. Brown, and 5.L. Leving, 2006, Spectrum
of Insecticidal Activity of Bacilfus thuringiensis Cry2 Ab2 469514 14 524 OWN Environmental Asses<ment
Protein, Monsanio Technical Report MSL-2(0229,

Headrick, J. M., O. Heredia, 1.0. Oyediran, and T.T. Vaughn
2006, Assessment of the Efficacy of Lepidopteran-protectad
Com MON 85034 and MON 89597 Apainst Major [nsect Pests _
in United States, Puerto Rico and Argentina During 2003-2004 369314-15 524 OWN Environmental A_s_ssm.nt
Seasons. Monsanto Technical Report 05-RA-39-05.

Teixeira, . 2006, Evaluation of Dietary Eftects of

Lyvphilized Leaf Tissue fram Com MON 83034 in 2 Chronic _
Exposure Study with Collembola (Folsomia candida), 469514-16 324 OWN Environmental Assessment
Monsanto Technical Report MSL-20169.

. a s
Palmer, 5.J. and F O. Krueger. 2006. Lvaluation of Exposure ettt ae oe
to MON 89034 with the Cladoceran Daphnia magna: An acule a @ 9 L4
static-renswal test with com pollen. Monsanto Study WL- 469514-17 524 OWN Bhvironm®ntal Assgssmeny
2005-011. senuos sssese
. * [ 1 2 ¥ ]
Sindermann, A.B.,J.R Porch, and HO. Krueger. 2006. s M
Evaluaticn of Potential Effects of Exposure to Cryl A 103 R ssss
Protein in an Acute Study with the Earthworm in an Artificial 460514-18 524 OWN Enviginmgital Assessmant
Soil Substratc. Monsanto Teehnical Report MSL-20147. neves . =
L E A & & L J
Signature Mame and Title Date .
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton Mareh 11,2016 LU,
US Regulatary Manager o @
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for °e o
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection®§ e o 0
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, S.W., Washington, DC 2046Q, I’z .5t

send the form to this address. eesscece
DATA MATRIX et .

Date March 11,2016 EPA Reg No./File Symbol 62719-YYY l'aa'g} _'23 of 12" :' .

Applicant’'s/Registrant's Name & Address Product : e R

Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ sosoce secese

Ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cry1F, Cry3Bbi, Cry34Abl, and Cry35Abl and the Genetic Material (Vector PV-ZMIR245, PHP8599, PVEMIR 1871, PHP]76%2)
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89@34-3 x DAS-01507-1 x MON-87411-9 x DAS-99128-7p

Guideline Reference Number

Guideline Study Name

MRID Number

Submitter

Status

Note e o o
[ ] ]

Richards, K.B. 2006. Evaluation of the Dietary Effect(s) of a
Cry1A.105 Protein on Honeybee Larvae (Apis mellifera L.).
Monsanto Study CA-2005-071.

469514-19

OWN

Environmental Assessment

Richards, K.B. 2006. Evaluation of the Dietary Effect(s) of a
Cry1A.105 Protein on Adult Honeybees (Apis mellifera L.).
Monsanto Study CA-2005-072

469514-20

524

OWN

Environmental Assessment

Paradise, M.§. 2006. Evaluation of Potential Dietary Effects
of Cry1A.105 Protein on the Ladybird Beetle, Coleomegilla
maculata (Coleoptera: Coccinellidae). Monsanto Technical
Report MSL-20150.

469514-21

OWN

Environmental Assessment

Paradise, M.S. 2006. Evaluation of Potential Dietary Effects of
Cry2AD2 Protein on the Ladybird Beetle, Coleomegilla
maculata (Coleoptera: Coccinellidae). Monsanto Technical
Report MSL-20151.

469514-22

OWN

Environmental Assessment

Teixeira, D. 2006. Evaluation of Potential Dietary Effects of
Cry1A. 105 Protein on Minute Pirate Bugs. Orius insidiosus
(Hemiptera: Anthocoridae). Monsanto Technical Report MSL-
20170.

469514-23

524

OWN

Environmental Assessment

Signature

SEE PAGE 1 FOR SIGNATURE

Name and Title

Stephanie L. Burton
US Regulatory Manager

Date
March 11, 2016

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version

Agency Internal Use Copy
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Forra Approved OM3 I'c. 2070-G060
R~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 401 M Street, S.W.
WASHINGTON, D.C. 204560
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average .25 hours per response for registration activities and (.25 hours per response for
Teregistration and special review activities, including time for reading the mstructions and completing the necessary forms. Send comments regarding the burden estimae or any other aspect of this collection of

intformation, meluding suggestions for reducing the burden to: Director, OFPE Information Management Division (2137), US. Environmental Protection Agency, 401 M Sueet. SW , Washingiwon, DC 2077 Dh, .ot
send the form 1o this address.

DATA MATRIX
Date March 11, 2016 EPA Reg No./File Symbot 62719-YYY [ Page 24 of 127
Applicant'sfRegistrant's Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmariStax® PRO Enlisi™

Ingredient DvSnfT dsRNA ang Baciflis thuringlensis Cryla 105, Cry2Ab2, CryIF, Cry3Bb1, Cry34Abl, and Cry35Abi and the Genetic Material {Vector PV-ZMIR24 5, PHPS99%, PV-ZMIR 10871, “HP: ?622)
Necessary for their Production in MON 89034 =« TC1507 x MON 87411 = DAS-30123.7 (QECD Unique ldenatifier MON-800334-3 + DAS-O1507-1 * MON-87411-9 » DAS-54122.7)

Guidetine Reference Number Guideline Study Name MRID Number Submitler Status Note

Teixeira, D 2006. Evaluation of Polential Dietary Effects of
Cry2Ab2 Protein on Minute Pirate Bugs, Oriuy insidiosus )
{Hemiptera: Amthocoridee). Monsamo Technical Report MSL- 469314-24 524 OWN Environmentl Assessment
20171,

Sindermanm, A.B., JR. Porch, and H O, Krueger. 2006,
Evaluation of Potential Effects of Exposure o CrylA 103
Protem in an Acute Study with the Parasitic Wasp, fehnewnon
provtissorius (Hymenoptera: [chnewmonidae). Monsanto 469514-25 524 OWN Environmental Assessment
Technical Report MSL-20143.

Gallagher. $.P. and 1.B. Beavers. 2006. Evaluation of

Potential Dietary Effects of MON 89034 with the Nerthermn _
Bobwhile” an Eighi-day Dietary Study with Corn Grain. 469514-27 524 OWN Emvironmental Asscssment
Monsante Technical Repon WL-20065-012.

Mueth, M., T Curran, J. Warren, §. Dubelman, M. Glaspie, J.
Murphy, S. Levine, J. Holtmeyer, and C Jiang. 2006,

1 5 - »
Aerobic Soil Degradation of the Punfied Cry2Ab2 and 469514-28 524 OWN Environmental Asecssment
Cry1 A 105 Protzing, Monsanto Technical Report MSL-20174. = w s
: L : ¥
L] -
. L2 A 1R ) 48088
Huesing, JE., 1.J. Duan, and S 1. Levine 2006, Endangered . @ M
Species Risk Assessment for Com MON 89034, Monsanto 469514-29 324 QWN Environpftntal Assesgmepi,
Technical Repon MSL020394. L -
Signature Name and Tile Date : 2 .
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 117 261% e »
US Regulatory Manager Uttt

£PA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper versicn Agency Internal Lise Copje o »
- L] -
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Form Approved CMB No. 2070-0060

E} UNITED STATES ENVIROCNMENTAL PROTECTICN AGENCY
k_/ 401 M Street, S.W. LTI
WASHINGTON, D.C. 20460 sene

Paperwerk Redection Act Notice: The public reporting burden for this collection of intormation is estimated to average G.25 hours per response 107 regisiration activities and (.25 fiours per response for 5, .4 ¢

reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any other aspect of this colizctionof @

information, including suggestions for reducing the burden to: Drirector, OFPE Information Marnagement Division (2137). U.S. Exavironmental Protection Agency. 401 M Sizeet. 3 W, Wasﬂmgﬂd'. PC 26460, Dosnat
»

send the form ta this address. - s . e
L]
CATA MATRIX LN snon
Date March 11, 2016 EPA Reg No /File Symbol 62719-YYY PPagedsoriageecye
Applicant's/Registrant's Name & Address Product T .. .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ tevtee os o4

ingredient DvSnf7 dsRNA and Bacilius thuringiensis Cry1 A.105, Cry2 Ab2, Cry IF, Cry3Bbi, Cry34Abl, and Cry33Ab1 and the Genetic Matenal (Vector PV-ZMIR245, PHP399%, PV-7MIR10871, PHP1622)e
Necessany for their Production in MON 89034 # TC1507 « MON 87411 » DAS-39122-7 (OECD Unigue [dentifier MON-89@34-3 ~ DAS-@13507-1 x MON-#7411.9 » DAS-3%122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitler Status Note

MacRae, TC., C R, Brown, S L. Levine 2005 Evaluation of

the Potential for Interactions Between the Baciffus thuringiensis
Proteins CrylA 103 and Cry2Ab2  Monsanto Techmcal Report 468946-02 524 OWN Envirpnmenlal Assessment
MSL-19859.

Smdermann. A.B., LR. Porch, and HO. Krueger. 2006.
Evaluation of Potential Effects of Exposure to Cry2Ab2 Protein
inan Acule Study with the Parasitic Wasp, fchnewnon
promussorius (Hymenoptera: lehneumonidae), Monsanto 469514-26 M OWN Envirenmental Assessment
Technical Report MST.-20148,

Palmer, 5 ) end H.O. Krucger, 2000, Insect Protection Prowein
2: An Acute Toxicity Study With the Earthwonm m an _
Adtificial Soil Substrate. Monsanto Technical Repon MSL- 430863-13 524 OWN Envirerunental Assessment
16177

taga, V.L. 2000. Evaiuation of dietary efTeci(s) ol purified
Buciflus thuringiensis Cry2Ab2 protein on honey bee larvae. 45337102 524 DWN Environmental Assessment
Monsanto Technical Report MSL-16961

Teixgma, O 2000, Assessment of Chronic Toxicity of Certon
Tissue Containing lnsect Protechon Protein 2 i Collembola

{Folsoma candida), Amended report. Maonsanto Technical 450863-14 324 OWN Ervironmenlal Assessment
Report MSL-16174.
Signature Name and Title Date
SEE PAGE 1 FOR SIGNATURE Siephanie L. Burton March 11, 2016

US Regulatory Manager

EPA Form 8570-35 (8-97) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
% UNITED STATES ENVIRCNMENTAL PROTECTICN AGENCY
@ 401 M Street, SW.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Nofice: The public reporting burden for this eollection of information is estimated to average 0.25 hours per response for registration aetivities and §.25 hours per response for
reregistration and special review activinies, meluding time for reading the instruchions and comgleting the necessury forms. Send comments regarding the burden estimate or any other aspeet of this collection ol
information. including suggestions for reducmg the hurden to; Dicector, OPPE Information Management Division (2137), U.S Enviranmental Protection Agency. 401 M Street, § W., Washmgion, DC 20460 Du not
send the form to this address

DATA MATRIX
Date March 11, 2016 E EPA Reg No/File Symbal 62719-YYY Page 26 of 127 |
Applicant's/Registrant's Name & Address Product o
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enligg™

Ingredient DvSnf7 dsRNA and Bacilius thurmgiensis Cry1A 105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl, and Cry354b1 and the Genetic Material (Vector PYV-ZMIR245, PHPRG99, PY-ZMIR10871, FAP17622)
Necessary for their Production in MON 89034 » TC1507 x MON 87411 x DAS-39122-7{OECD Unique ldentifier MON-83034-3 < DAS-01 5807-1 x MON-87411-8 » DAS-50122-7)

Guideiine Reference Number Guideline Study Name MRIC Mumber Subrmitier Status MNote

Palmer, 5. and H. Krueger. 2000. Insect Protection Protein 2. A
Dielary Toxicity Study with Parasitic Hymenopiera {Nasonia 450R63-10 524 OWN Environmental Asscssment
vitripennis). Monganty Techmeal Report MSL-16173.

Maggi, ¥.[.. 2000, Evaluaton of the Dhetary Effect(s) of
Insect Protection Protews 2 an Adult Hopey Bees (Apis 43086308 524 OWN Environmental Assessment
melfifera 1..). Monsanto Technieal Report MSL- 16176,

Head, G 2006 Insect Resistance Meanagemern Plan for
Sccond Generation Lepidopteran-Protected Com, MON $9034. 4693 14-30 524 OWN 1RM
Monsanto Technical Report 06-RA-35-06

Bogdanova, N. and A. Crawford {2007). Public Lnterest
Document Supporting Regisiration of Bucillus thuringivnsis .
CrylA105 , CryZAb2 and Cry313b] Proteins in Insect- 47279701 524 OWN Benefits 0 o

Protected Corn MON 89034 and MON #9034 x MON 88017 it ’
[] ¥ & -
- L ]
Bogdanova, N., §. Dubelman, M. Mueth. ) Murphy and A. * .
Silvanovich (2007). Responses to EPA Questions Regarding ette arreee
Application 524-LTL to register Insect-Pratected Com MON 47140301 524 OWN ® on Misc cans
89034 (MRID 46951428) L .
Signature Name and Title Date s -
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11018 e e
US Reguistory Manager i
EPA Form 8570-35 {$-97) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copy, . o
L] - »
e L]
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Form Approved OME No. 2075-0060

K UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 401 M Street, SW. LI
WASHINGTON, D.C. 20460 seve

Paperwork Reduction Act Notice: The public reporting butden for this collection of information 1s esimated 1o average 0.25 hours per response fof registravron activities and 0.25 hours per response 0T 5. 4 s o8
reregisiration and special review activities, including time for reading the insmructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collectiorat @
information. including suggestions for reducing the burden to; Director, OPPE Information Managsment Dhvision (2137), .8, Envimnmental Protection Agency, 401 M Sireet, § W Wadih§iSd DC 20460, Dugnot

send the form to this address onos . aaa
*
DATA MATRIX A maee
Date March 11,2016 EPA Reg No./File Symbol 62719-YYY prRge2T ol 123005
Applicant's/Registrant's Name 8 Address Product T A
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmariSiax® PRO Enlst™ eetel e o8

Ingredient DvSnf7 dsRMNA and Bacilhes thuringiensis CrylA.105, Cry24b2, CrylF, Cry3Bbl, Cry34 Abl, and Cry35Ab1 and the Genetic Material (Vector PY-ZMIR245, PHP2999, PV-ZMIR10871, FrlT‘l'?éiZ}o
Mecessary for their Production i MON 89033 « TC1507 « MON 87411 = DAS-39122-7 {OECD Unique ldentifier MON-89234-3 » DAS-P1507-1 ~ MON-87411-9 x DAS-39122-7)

Guideline Reference Number Guideling Study Name MRID Mumbar Submitler Status Note

Bogdanova, N, (2007} Responses to EPA Questions

Regarding Applications 524-LTL and 524-LTL 10 Hegister
Insect-Protected Corn MON 80034 and MON 89034 x MON 471275.01 524 OWN Miso
88017 (MRID 36951400 and 46951300

Bogdanova, N, (2007). Supplemental Intormation to Address

EPA Questions Regarding Applications 524-LTL and 524-LTL.
w0 Register [nsect-Protected Corn MON $%034 and MON 47079402 524 OWN Misc.
83034 x MON BR017 (MRID 4695 1400 and 46951300)

Acute oral toxicity in mice: CryVF Barciltus thuringiensis 24691101 53457 PER
subsp aizawal delia endotoxin

Effectiveness data for Buerlus thuringiens:s var. aizawai Cryl¥ 44691102 68467 FER
insect control protein as expressed in maize

44651113 63467 PER
Background detument on resistance management
Signalure Name and Title Date
SEE PAGE 1 FOR SIGNATURE Stephanic L. Burton March 11, 2016

US Regulatory Manager

EPA Form 8570-35 (9-97} Electronic ang Paper versions available. Submit only Paper version Agency Infernal Use Copy
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Form Approved OMB No. 2070-0060
@- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
L _) 401 M Street, SW.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of miomation 15 estmated 10 average 0.25 hours per response for registration activities and O 25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing (he necessary forms. Send eomments regarding the burden estimate or any ether aspect of this collection or

infermation. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U S. Envitonmental Protection Ageney. 401 M Sureet, $ W . Washmglon. DC 20460. Do not
send the form 1o this address.

DATA MATRIX
Dale March 11, 2016 EPA Reg NoJFile Symbol 62719-YYY Page 28 of 177
Apphicant‘s/Registrant's Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, [N 46268 SmartStax® PRO Enlisti™

ingrediant DvSnf7 dSRNA and Bacillus thuringiensis Cry1A. 105, Cry2AbZ, CrylF, Cry3Bb1, Cry34Ab1, and Cry35Ab] and the Genetic Material { Vectar PV-ZMIR245. PHPRS9Y, BV.ZMIR 10871, FHP17622)
Necessary for their Production m MON 89034 < TC1507 x MON §7411 x DAS-59122-7 {OECD Unigue [dentifier MON-§9034-3 < DAS-B15@7-1 > MON-87411-9 ~ DAS-38122-7}

Guideline Reference Number Guideline Study Name MRID Number Subrnilter Status Note

Produc Characterization Dava for Bacellus thuringiensis var. aizawal
Cry!F [nsevt Contrel Protein as expressed in Maize 44714801 68467 PER

Characterization of Gene Insenis-Barilius thuringtensis val. aizaveal
Cry1F Inseet Conirol Proteins Expressed in Maize 14714802 68467 PER

Equivalency of Microbial and Maize Expressed Cry 1F Protein;
Characterization of Test Substances for Biochemical and Toxicologmizal
Swdes,

[n Vitro Dagestibility of Microbial and Maize Expressed Cry LF Protemn
Under Simulated Gastric Conditions 44714803 68467 PER

Quantitative ELISA Analysts of Cry |F Expression levels in Maize MPS

Inbred Lines 1360, 1365, 1366, and 1369 {Iuterim Report) 44714804 H8467 PER
* e+ »
I EYTIYY ] [ E T
» * =
: L] : -
Companson of Amno Acid Sequence Similarity of Cry1F and PAT . »
Proteins 1 Known Allergen Pratein 44971701 68467 PER - peseen
Signature Name and Title [Cate '- o. ssas
L]
SEE PAGE 1 FOR SIGNATURE Stephanie L, Burton March 11._'.‘“6. AL L)
US Repulawry Marager . . .
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version Agency nternal Use Cepy «
: LR X N3]
ER X ] )
L] - »
" »
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Form Approved OMB No., 2070-0060

@ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
k_) 401 M Street, S.W. oL
WASHINGTON, D.C. 20450

Paperwork Reduction Act Netice: The public reportmg burden for this collection of information is estimated o uverage 0.25 hours per response for registration activities and 0.25 howrs per response for ®
reregistration and special review activities, ineluding time for reading the mstructions and completing the necessary forms Send comments regarding the burden estimate or any other aspeat of this collection noi’ e
information, including suggestions [or reducing (he burden to. Director, OPPE Information Munagement Division (2137), U8, Eavironmental Protection Agency, 401 M Streel, § W., Wasiiigydi? DC 20460, Drgnot

send the form to this address. —— e

DATA MATRIX seee |
Date March 11, 2016 EPA Reg No./File Symbol 62710-YYY ~|-F‘a§e£'9 of 19menee !
Applicant's/Registrant's Name & Address Product t . . |
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStux® PRO Enlist™ t tone s o8

ingredient DVSNf7 dsRNA and Racillus thuringiensis Cryl A 105, Cry2Ab2, Cry1F, Cry SBb1, Cry34Abl, and Cry35Ab] and the Genetic Material (Vector PV-ZMIR245, PHPRIGY. PV_-ZMIR 10871, POB 76520,
Necessary for their Production in MON 89034 < TC1507 « MON 87411 = DAS-39122-7 {OFCD Unuque ldentifier MON-§9934-3 « TrAS-£31507-1 » MON-87411-9 »« DAB-59122-7)

Guidefine Reference Number Guideline Study Name msr:_l% er Submitier Status Note
Microbial B.t CrylF {truncated) Defta-Endploxin Maize-
Insect-Pest Susceplibility Study 45020101 68467 PER
Clharacterization of inserted genes in Cry | F maize line 1507 45320102 658467 PER
Effectiveness Dala for Baeiffus thuringiensis var. aizawai
Cry1F Inscct Contral Protein as Expressed in Maize 44691 102 68467 FER
Characterizetien of Expressed Cry1F Protein in Maize
Tissues (Pulten, Grain, Grain-Containing Feed, and Purdfied
Maize-Expressed Cry | F Protein} and Microbial Expressed
Cry [F Delta Endotexin by Biclogical and Biochemecal
Procedures 45020103 68467 PER
Quantitalive CLISA Analysis of Cry1F and PAT Cxpression
Tevels in and Compositional Analysis of Maize Inbred and
Hybrid Lines 1362 and 1507 45020104 68467 PER
Signature Name and Title Date
S5EE PAGE 1 FOR SIGNATURE Stephanie 1.. Bunon March 11, 2016
US Regulatory Manager

EPA Form 8570-35 (8-97) Electronic and Faper versions available. Subrnit anly Paper version Agency Intarnal Use Copy
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Form Approved OMB No. 2070-0080
@ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
‘\ _) 401 M Street, S.W.
WASHINGTON, D.C. 20480

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated 1o average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, includmng time for reeding the instructians and complenng the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
intormation, imcluding supgestions for reducing the burden to' Director, OPPE Intormation Management Division {2137, U.S Environmental Protection Agency. 401 M Street, 3 W, Washington, DC 20460, Do not
send the form 1o this address.

DATA MATRIX
Date March 11, 2016 EPA Reg No.fFile Symbal 62713-YYY Page 30 af 127
Applicant's/Registrant's Name & Address Product o
Dow AgroSciences, 9330 Zionsville Road, indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSniT dsRNA and Baciflus thuringiensis Cry 1 A. 105, Cry2 Ab2, Cry1F, Cry3Bbi, Cry34Ab1, and Cry35Ab1 and the Genetic Material { Vector PV-ZMIR245, PHPE959, PV-ZMIR 10871, PHP 1 7622}
Necessary for their Prodguction in MON 89034 < TC1507 x MON 87411 = DAS-59122.7 {OECD Unigue ldentifier MON-89@34-3 « DAS-Q1507-1 » MON-87411-5 » DAS-39122-7)

Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Naote

Environmental Fate of Cry IF Protein incorporated inte Soil 45020105 G867 PER

Cry1F Bacilfus thuringiensis var aizawat Delta Endotoxin. An
Acute Toxicity Study with the Earthworm m an Arnticial Sel
Substrate 45020106 68467 PER

Chronic exposure of Folsomia candida to bacterially expressed

CrylF protein 45020147 68467 FER
B CrylF delta endotoxin. A 48-hour static-renewal acule . .
Loxicity test with the Cladoceran (Daphmia magria) using sisbne e ot
bactenally expressed B... Cry]lF delta endotoxin, and pollen - .
from maize expressiag 8.1, Crv] F delta endotoxin 45020108 68467 PER . -
*eembe : LR ] l: »
L L] L
- -
- LEE N ]
Cry1F Bacillus thuringiensts ver alzawai delts endotoxin, A sense esse
dietary study with green lacewing larvae 43020109 68467 PER . = _
Signature Name and Title Cate ***ee o .
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11, 2016 eeee
US Regulatory Manager sannm
EPA Fom 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Chpyg * 1
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Form Approved OMB No. 2070-0060

'@3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(«J 401 M Street, S.W. oL
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for tecsce

reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send coinments regarding the burden estimate or any other aspect of tt.ug collectiorof @

information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW_, WasifG0n, PC 20460. Dosnot
[ ]

send the form to this address. - 2585
L]
DATA MATRIX e % eeee
Date March 11, 2016 EPA Reg No./File Symbol 62719-YYY ® 0;89%;\31 of 19°*°3%°
Applicant's/Registrant's Name & Address Product P . .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ tesess oo o0

Ingredient DvSni7 dSRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Ab1, and Cry35Ab] and the Genetic Material (Vector PV-ZMIR245, PAP8999, PV-ZMIR 10871, PRP47632)e
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89034-3 « DAS-@15@7-1 x MON-87411-9 x DAS-39122-7)

Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note

CryF Bacilfus thuringiensis var. aizawai delta endotoxin: A
dietary study with the ladybird beetle 45020110 68467 PER

Cry1F Bacillus thuringiensis var. aizawai delta endotoxin: A
dietary toxicity study with parasitic hymenoptera 45020111 68467 PER

Transgenic corn expressing Bacillus thuringiensis var.
aizawai (B.1) CrylF delta endotoxin: A dietary toxicity
study with Northern bobwhite 45020112 68467 PER

Field survey of beneticial arthropods associated with

Bacillus thuringiensis Cry IF maize 45020113 68467 PER
Efficacy of CrylF events TC1360 and TC1507 45020114 68467 PER
Signature Name and Title Date
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
@ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
L _) 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0 25 hours per response for
reregisiration and special review activities, imcluding tume for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this coliection of
information, including suggestions tor reducing the burden to: Director, OPPE Information Management Division (2137), 118 Environmental Protection Ageney. 401 M Street, S W, Washington, DC 20460 Do not
send the form to this address.

DATA MATRIX
Dale Masch 11, 2016 EPA Reg No.File Symbol 62719-YY'Y Page 33 of 127
Applicant's/Registrant’s Name & Address Product
Dow AgroSciences, 9330 Zionsvilie Road, Indianapolis, IN 46268 SmariStax® PRO Enlist™

Ingredient DvGMi7 GsRNA and Bacillys thuringiersis Cry 14, 105, Cry3 Ab2, CryIF, Cry3Bb1, Cry34Abt, and Cry35Ab1 and the Genetic Material {Wector PV-ZMIR245, PHPRS09, PV ZMIR 10871, PHP1 7622}
Necessary for their Production in MON 89034 = TC 1307 « MON 87411 = DAS-39122-7 (QECL Unique ldentifier MON-39034-3 « DAS-©1567-1 » MON-8§7411-9 x DAS-39122-7)

Guideline Reference Number Guideline Sudy Name MRID Mumber | Submitler Siatus Note

Non-target ¢xposure and risk assessment for environmentat

dispersal of Cry | F maize pollen 4504 1502 H8467 PER

Evaluation of Lhe dietary effect(s) on honeybee development
using bacterially expressed B.r. CrylF delia endotoxin and
polflen from maize expressing 8.1 Cry LI delta endotexin 43504 1503 63467 PER

Waver request: Fish toxicity test with rransgeme maize (com)
containing Bacifus thuringrensis var. aiaqol {8.6} Cry |F dela

endotoxin 43044201 68467 PER
L -
L LI
*seavas aE 99
High duse demonstration of Cry 1F events TC1360 and s s .
TC1507 Europesn corn borer 45131101 68467 PER e .
(22 XXX ] : L 2 2 : L]
L} L] L]
» »
e LE RN
L ]
Toxicity of the Cry | F pratein 10 neonate larvae of the monarch snsee R atow
uttefly [ Dgragus plexippus (Linngaus)) 45131102 68467 PER . » »
Signature Name and Title Date S ecste
SEE PAGE 1 FOR SIGNATURE Stephanie 1. Burton March i1, 2016 .
UUS Regulatory Manager el
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit enly Paper version Agency Internal Use Copy*  *
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Form Approved OMB No. 2070-0060

@] UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(A-/ 401 M Street, S.W. RO
WASHINGTON, D.C. 20460 sose

Paperwork Redaction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 0 o o0
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collectionef o
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, S.W.. WashthBg?, D 20450. Do got

send the form to this address. - oo
[ J
DATA MATRIX e % eeee
Date March 11, 2016 EPA Reg No./File Symbol 62719-YYY | Fegesaof 1279000 se
Applicant's/Registrant’s Name & Address Product S e .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ Sencoe e oo

ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A 105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Abi and the Genetic Matenial (Vector PV-ZMIR245, PHPR999, PV-ZMIR 10871, PEF19(22) o
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89034-3 x DAS-0Q150)7-1 x MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number | Submitter Status | Note
Public interest document for Cry 1 F-protected corn 45131103 68467 PER
Thermolability of Cry1F (truncated) delta endotoxin 45274801 68467 PER
Compositional analysis of maize MPS hybrid line 1507 45274802 68467 PER
Cry!F lateral flow test kit procedure for analyzing Cry1F com
grain 45279301 68467 PER
Method validation report for the determination of Cry1F deita
endotoxin protein in grain by Enzyme-Linked Immunosorbent
Assay 45279302 68467 PER

Signature Name and Title Date

SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copy
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Forrn Appraved OMB No. 2070-0060
-@-] UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
K i, 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Redaction Act Notice: The public reporting burden for this cotlection ol information is estimated 1o average 0.25 hours per respanse for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms Send commenis regarding Lhe burden estimate ar any other aspect of this collection of
information, including suggestions for reducing the burden to; Director, QPPE Information Management Division (2137), U.§. Envitonmenlal Pretection Agency. 401 M Street, 3W . Washinglon, DC 20<50. De not
send the form to thus address.

DATA MATRIX
Date March 11, 2016 EPA Reg No./File Symbet 62719-YYY Page 35 of 127
Applicant’s/Registrant's Name & Address Product
Dow AgroScicnces, 9330 Zionsville Road, Indianapolis, IN 46263 Sman Stax® PRO Enlist™

Ingredient DvSnf7 dsRNA and Baciltux thuringiensis Cry) A 105, Cry2 Ab2, Cry1F, Cry3Bbl, Cry34Ab!, and Cry35Ab1 and the Genetic Material {Vector PY-ZMIR245, PHPR999, PV-ZMIR 10871, PFF17(22)
Nexessary for their Production in MON 89034 » TC1507 » MON 87411 x DAS-39122-7 (OECD Unique Identifier MON-39034-3 - DAS-O 15071 ~ MON-87411-9 - DAS-39122-7)

Guideline Reference Number Guideline Study Name MRID Number | Submitier Status Nole

Supplement to MRID 45131102 Supplemental daw - High
doge demonstration of Cry | F events TC1360 and TC1507-

European comm boter 4537701 68467 FER

Waiver request” Fish toxicity lest to assess the potential etlects
of maize contuning Bacilius thuringtensis var. azawai (Bt)
CryIF insecticidal protem (ICT) in native fish 45307702 68467 PER

Supplement to MRID 43020109 Cry1F Bacillus thuringiensis
var. aizawal delta endoloxin: A dietary toxicity study with

green lacewing larvae 43307801 68467 PER
Supplement to MRID 45020110 Cry 1F Bacillus thuringiensis o' e :
var. aizawai delta endotoxin A dielery toxicity study with et ve se
green tadybird beetle 45307802 68467 PER e & & -
¥ L ] L ]
L2 IR E T ) *EERED
- L ] L]
Supplement to MRID 4502011 1: Coy |F Bacillus ihwringrensis » - L4 csee
var. aizawai della endotoxan: A dietary toxicity study with a
parasitic hymenaptera 45307803 68467 PER Sl sess
Signature Name and Title Date  eeens’ *
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11, 2016 tessie
L]

US Regulatory Manager

EPA Form 8570-35 (9-97) Elecironic and Paper versions available. Submit only Paper version Agency Internaj Use Copy == «
ak »
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Form Approved OMB No. 2070-0060

@‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
k_/ 401 M Street, S.W. .'::.:
WASHINGTON, D.C. 20460 ¢

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for cessos
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of g“'s.collectionbf ®
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, LEC 20450. Do mot

send the form to this address. snene [YXX)
[
DATA MATRIX S
Date March 11, 2016 EPA Reg No./File Symbol 62719-YYY |PApuBof 1273°°°5°
Applicant's/Registrant’s Name & Address Product T e e .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ Sesces oo oo

ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR245, PHP8999, PV-ZMIR10871, PFP 14€22) @
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89034-3 x DAS-81507-1 x MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note

Supplement to MRID 45020106: Cry1F Bacillus thuringiensis
var. aizawai delta endotoxin: An acute toxicity study with the
earthworm in an artificial soil substrate 45307804 68467 PER

Supplement to MRID 45041503: Evaluation of the dietary
effect(s) on honeybee development using bacterially expressed
B.t. Cry1F delta endotoxin and pollen from maize expressing
B.t. Cry1F delta endotoxin 45307805 68467 PER

Exposure and risk assessment of Herculex I Bt field corn pollen
to Kamer blue butterfly 45512901 68467 PER

Nutritional equivalency of 8.1. Cry1F maize - poultry feeding
study 45622001 68467 PER

Field survey of beneticial arthropods associated with Bacillus

thuringiensis Cry1F maize 45648001 68467 PER
Signature Name and Title Date
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11,2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copy
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Form Approved OMB No. 2070-00680
@"" UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
k_,/ 401 M Street, S.W.
WASHINGTON, D.C, 20460

Paperwark Reduction Act Notice: The public reporting burden for this callection of mtormation 15 estimated to average (1.25 hours per response Tor registeation activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, inctuding suggestions for reducing the burden to; Direcior, OPPE Informatom Managememt Division (2137). U.S. Eavironmental Protection Agency, 401 M Streel 5. W ., Washingtnn. DC 20430 Do not
send the form to this address.

DATA MATRIX

Date March 11, 2016 EPA Reg No.fFile Symbot 62719-YYY Page 37 of 127
Applicant's/Registrani’s Name & Address Product
Dow AgroSciences, 3330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSafT dsRNA and Bacillus rhuringiensis Cry1 A 108, Cry2Ab2, CryiF, Cry3Bb1, Cry34 Abl, and Cry35Ab1 and the Genetic Material {Vector PV-ZMIR245, PHPB999, PV-ZMIR10871, PEP*7£12)
Necessary for their Production in MON 89034 x TC1507 « MON 87411 » DAS-39122-7 (OECD Untque Identifier MON-890334-3 « DAS-41507-1 x MON-87411-9 » DAS-39122.7}

Guidetine Reference Number Guideline Study Name MRID Number | Submitter Status Note

Field surveys of non-target invertebrale populations in B.1. comn 45652001 80778 PER

Development and characterization of Enzyme-Linked
Immunosorbent Assay {ELISA) for detection of Cry1F proiein 45685601 68447 PER

Independent laboravory validation of method GRM 02,13,
determinatian of Cry | F delta endotoxin protein in com grain by

an of Enzyme-Linked Immunosorbent Assay 45685602 68467 PER
Supplement to MRID 45131102, Toxicity of the Cry | F protein . .
to neonate larva: of the monarch bunerfly (Danaus plexippus TYITIY) se ne
{Linneaus)) 43759701 68467 PER s 3 s .
[]
* L} L]
*RR RS dkdeks
- L -
Sewardship of Herculex I Insect Protection with respect 1o the e’ ceea
secondary lepidopteran pest, weslern bean cutworm (Richia »
albicosia Smith) 43896501 68467 PER - eoun
Signature Name and Title Date wsnss’ .
[ ]
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burion March 11. 2016 204es e
U3 Regulatory Manager
EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version Agency Internat Use Copye o
[ R ) [ ]
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Form Approved OMB No. 2070-0080

E‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY JLLI

L_/ 401 M Street, S.W. enne
WASHINGTON, D.C. 20460 % ens

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and (.25 hours per response for » .

Teregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any othier aspect &R 2} ollection of
information, including suggestions for reducing the burden to Director, OPPE Infurmation Management Division (2137), U.S. Environmental Pratection Agency, 401 M Street. 3.W.. Wash ln?ﬂn C 20430, [za-noi
send the form to this address

Y] . T
DATA MATRIX _;_-E ? eene
Date March 11, 2016 EPA Reg NoJFile Symbol 62719-YYY , Page 38 of 12?
Applicant's/Registrant’s Name & Address Product s o0
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, TN 46268 SmartStax® PRO Enlist™ seaeas ."-':

ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry 1A 105, Cy2 Ab2, CrylF, Cry3Bb1, Cry34 Ab], and Cry35Ab1 and the Genetic Maternial ( Vector PV-ZMIR245, PHPR99S, PV-ZMIR 10871, PE2, '622)
Béecessary for their Production in MON 89034 « TC1507 < MON §7411 ~ DAS-39122-7 (OECD Unique Identifier MON-89034-3 - DAS-£1507-1 » MON-87411-9 » DAS-59122-7)

Guideline Reference Number Guideline Study Mame MRID Number | Subsmilter Status Note

Lack of cross reactivity between Cry IF protem in Herculex 1
maize and the dust mite Der p7 protein with buman sera
positive for Der p7-igk 46444001 EB467 PER

Monitoring the susceptibiliny of European com borer o CrylAb
and Cry 1T B1 proteins- Results from the 2004 collections and
diapavsing larvae collected in 2003 46583101 30778 PER

Stewardship of event TC 1567 maize with respect o the
secondary lepndopteran pests lesser com swalk borer
{Elasmopalpus lignosetlus Zellerj, southern com stalk borer
(Diatraea crambidiades Grote), and sugarcane borer { Biatraea
saccharalis Fabriciug) 46600201 68467 PER

Shide presentation summanzing European com borer and CryLF
resistance moniloring update 16695801 £3467 PER

Insect resistance management compliance assurance program

report for corn horer-protecied Bt com 464780 80778 PER
Signature Name and Title Date
SEE PAGE 1 FOR SIGNATURE Stephanie L. Bunon March 11, 2016

US Regalatory Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions availabie. Submit only Paper version Agency Internal Use Copy
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Form Approved OMB No. 2070-0060

401 M Street, S.W.

@-‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
-~ WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W_, Washington, DC 20450. Do not
send the form to this address. ]

DATA MATRIX
Date March 11, 2016 EPA Reg No./File Symbol 62719-YYY Page 39 of 127
Applicant’'s/Registrant's Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cry1F, Cry3Bb1, Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR245, PHP89%9, PV-ZMIR 10871, PP 7622)
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unigue Identifiecr MON-890)34-3 x DAS-©1587-1 x MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note

Field surveys of non-target invertebrate populations in Bt corn:
Suppiement to MRID No. 45652001 46784601 80778 PER

Monitoring the susceptibility of com lepidopteran pests to
Cry 1 Ab and Cry1F proteins: 2005 monitoring results 46874901 80778 PER

Research results on 2004 European corn borer collections from

Hamilton County, lowa: CrylF 47011201 68467 PER
Insect resistance management compliance assurance program
report for com borer-protected Bt com, corn rootworm- ° °
protected Bt corn, and comn borer/corn rootworm protected P ®ee ey
stacked Bt com 47044401 80778 PER o o o
e o e
[ ] L]
[ LX XN X ] 00000
L] L ®
. . e . L L
Monitoring the susceptibility of corn lepidopteran pests to (X} XXX
Cryl Ab and Cry1F proteins: 2006 monitoring results 47118401 80778 PER Yy Y -
Signature Name and Title Date .o E. . °
[
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11,2016 cecete
US Regulatory Manager °
EPA Form 8570-35 (8-97) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copye ¢
L ] e ®
o0 ®
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= Form Approved OMB No. 2070-0060
vE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY e o

401 M Street, S.W. o o o
Washington, D.C. 20460 eeee

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours:t' @ﬂonse
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estirggte &6 any other aspect of thi.
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, $01 @t Stre<*, € v

Washington, DC 20460. Do not send the form to this address. eecae Aol
DATA MATRIX _ee YY)
L] ° L4
Date: March 11,2016 ' EPA Reg No./File Symbol: 62719-YYY oot g0 a1 o
Applicant's/Registrant's Name & Address: Product: e v o .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ cesece oo oo

Ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2 Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-ZM1R245, PHP8999, PV-ZMIR 1087 1, PPpi 62
Necessary for their Production in MON 83034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89034-3 x DAS-(31507-1 x MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Monitoring the susceptibility of corn lepidopteran pests to
CrylAb and Cry!F proteins: 2006 monitoring results 47118401 80778 PER

Soil accumulation of Cry1F after three years of cropping
with Herculex 1 com . 47120701 68467 PER

TC1507 maize and fall armyworm in Puerto Rico 47176001 68467 PER

Proposed revisions to IRM-related registration
requirements for Cryl plant-incorporated protectants in
field com 47407001 80778 PER

Monitoring the susceptibility of corn lepidopteran pests to
CrylAb and CryIF proteins: 2007 monitoring results 47413901 80778 PER

Proposed revisions to TRM-related registration
requirements for Cryl plant-incorporated protectants in

field corn 47543901 80778 PER
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016
US Regulatory Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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P Form Approved OMB No. 2070-0060
vE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW.,
Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: March 11, 2016 EPA Reg. No./File Symbol: 62719-YYY Page 41 of 127
Applicant's/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR2435, PHP8999, PV-ZMIR 10871, PHP17622)
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89334-3 x DAS-015@7-1 x MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Monitoring the susceptibility of com lepidopteran pests to
Cryl Ab and CrylF proteins: 2008 monitoring results 47841801 80778 PER

Monitoring the susceptibility of corn lepidopteran pests to
CryiAb and CrylF proteins: 2009 monitoring results 4797100t 80778 PER

-Production Report and Certificate of Analysis of
Truncated Cry1F (TSN104550) 48193001 68467 PER

2010 Insect Resistance Management Compliance
Assurance Program for Corn Borer Protected Bt Corn,
Com Rootwormn Protected Bt Comn, and Corn Borer/Corn
Rootworm-Protected Stacked Bt Com 48375001 80778 PER N ® . e

*

Enhanced Insect Resistance Management Compliance b i ee
Assurance Program for Com Borer Protected Bt Comn, b IR b
Corn Rootworm Protected Bt Comn, and Corn Borer/Com ° °
Rootworm-Protected Stacked Bt Corn ) 48375101 80778 PER e seveee
Signature Name and Title Date *ee’ sses
See Page 1 for Signature Stephanie L. Burton March 11,2016 ,,446 cese
US Regulatory Manager . . .
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Capy o
: [ XX XX J
[ X X X ]
* o ®
[ X ] L ]

55




Dow AgroSciences 61 0f 312

~ Form Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours par response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any othér as@ect of this
coliection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street SwW.,

Washington, DC 20460. Do not send the form to this address. cessse

DATA MATRIX sosee ° °
Date: March 11, 2016 EPA Reg. No./File Symbol: 62719-YYY o of Paged20f127
Applicant's/Registrant's Name & Address: Product: oo 2eee
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ o o

ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl, and Cry35Abl and the Genetic Material (Vector PV-ZMIR245, PHP8999, RVe-d M#b10871, EHNGGH)
Necessary for their Production in MON 89034 x TC1507 x MON 87411 ~ DAS-59122-7 (OECD Unique Identifier MON-89(334-3 x DAS-@15037-1 x MON-87411-9 ~ DA,S 59122‘7) °

Guideline Reference Number Guideline Study Name MRID Number Submitter Status s 4. Note
o009 s O e oo
Conditions of Registration for MON 88017 (EPA Reg. *s *

No.524-351) and MON 89034 x MON 88017 (EPA Reg.
N0.524-576), and Response to EPA's Request for
Additional Information on Monsanto's Resistance Com
Rootworm (CRW) Monitoring Program. 484368-01 Monsanto Company OWN Terms & Conditions

Conditions of Registration for MON 88017 (EPA Reg.
No. 524-551) and Conditions of Registration for
MON 89034 x MON 88017 (EPA Reg. No. 524-576). 484368-01 . Monsanto Company OWN Terms & Conditions

Enhanced Insect Resistance Management Compliance
Assurance Program for Com Borer Protected Bt Corn,
Comn Rootworm-Protected Bt Corn, and Corn Borer /

Corn Rootworm Protected Stacked Bt Comn. 483751-01 ABSTC Terms & Conditions

Annual Sales Report for MON 810, MON 863, MON 863
x MON 810, MON 88017, MON 88017 « MON 810,
MON 85034, MON 88017 x MON 89034, and

MON 88017 x MON 89034 x TC1507 x DAS-59122-7
(EPA Reg. Nos. 524-489, 524-528, 524-545, 524-551,
524-552. 524-575, 524-576, and 524-581). 483678-01 Monsanto Company OWN Tenins & Conditions

2009 Season Monitoring for the susceptibility of Neonate
Western Comn Rootworm Larvae to the Bacillus
thuringiensis Cry3Bbl Protein. N/A Monsanto Company OWN Terms & Conditions

2009 Season Monitoring for the Susceptibility of Neonate
Western Comn Rootworm Larvae to the Bacillus

- 1.

thuringiensis Cry3Bb1 Protein. 482080-01 Monsanto Company OWN Terms & Conditions
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

s
ﬂ'E PA 401 M Street, SW.
[ Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time fer reading the instructions and completing the necessary forms. Send camimenis regarding the burden estimate or any other aspect of this
collection of information, Inciuding suggestions for reducing the burden ta: Direclor, OPPE infoimation Managernent Division {2137}, U.S. Environmental Protection Agency, 401 M Street, SW.,
Washington, DC 20460, Do not send the form to this address.

DATA MATRIX
Date: March 11, 2016 EPA Reg. No/File Symbol: 62719-YY'Y Fage 43 of 127
Applicant /Registrant’s Name & Addrass: Product:
Dow AgroSciences, 9330 Zionsvilte Road, Indianapolis, IN 46268 SmartStax® PRO Eniist™

Ingredient DvSnf7 dsRNA and Baciiflus thuringiensis CrylA 105, Cry2Ab2, Cryl1lF, Cry3Bbl, Cry34Abl, and Cry33Abl and the Genetic Matenal (Vector PV-ZMIR245. PHP8999, PY-ZMIRI0ET1, PHP17622)
Necessary [or their Production in MON 39034 = TC1507 x MON 87411 <« DAS-59122-7 {OECD Urique Identifier MON-89034-3 < BAS-01507-1 * MON-87411-9 - DAS-59122-7)

Guideline Reference Number Guideline Study Name MRIE Number Submitter Stalus Nawe
2009 Insect Resistance Management Compliance
Assurance Program Report for Com Borer-Prolected Bt
Comn (EPA Reg, Nos. 524-48%, 68467-2. 67979-1, and
299¢64-3), Cam Rootworm-Prowecled Bt Corn (EPA Reg
Nos 524-528 524-551, 68467-5, 67979-5_ and 29%64-4),
and Com Borer/Com Routworm-Protected Stacked Dt
Corn (EPA Reg. Nos. 524-345, 524-552. 524-576, 68467-
6, 67979-8. and 29964-5). 47971001 ABSTC Tenns & Conditions
Annual Sales reporl for MON 810 (EPA Reg No. 524-
489), MON 863 (EPA Reg. No. 524-528). MON 863 x
MON 810 (EPA Reg Mo, 524-545), MON 88017 ([P
Reg MNo. 524-551), MON 89034 (EPA Reg. No. 524-573)
and MON 89034 x MON 88107 {EPA Reg No. 524-576). 479614-01 Monsanto Company OWN lemms & Conditions
2008 Season Monitoring for the Susceptibility of Neonate - -
Western Com Roobworm Larvas to the Baciling s =
thuringensis Cry3Bb1 Protein, 478846-01 Monzanto Company OWN e0000 8 Torms & Cundifions
w L I ] *
2008 Insect Resistance Management Campliance . . - -
Assurance Program Report for Corn Borer-Protected Bt ensjess senane
Com (EPA Reg Nos. 524189, 68467.2, 67979.1, and g *
2%964-3). Com Rootworm-Protected It Com (EPA Reg. ol e
Nos 524-528, 524-551, 6B467-5. 67979-5, and 29964-4), soaes woue
and Com Borer/Com rootworm-Protected Stacked Bt : : .
Com (EPA Reg. Nos. 324-545, 524-532, 684676, 67979- snsjern . .
8, and 29964-5). 476633-01 ARSTC Ten .1 deAge.dinons
Signature Name and Title Date vese
See Page 1 for Signature Stephanic L. Burion March 11, 2016 e
LS Regulstory Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version.
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. Form Approved OMB No. 2070-0060
vE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours Jtf [esgonse
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other espect of this
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Stree SW.,

Washington, DC 20460. Do not send the form to this address. Pt

DATA MATRIX sesee, .
Date: March 11,2016 EPA Reg. No./File Symbol: 62719-YYY oo ses | Paze 44§27
Applicant's/Registrant's Name & Address: Product: oo sese
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ . o

Ingredient DvSni7 dsRNA and Bacillus thuringiensis Cryl A.105, Cry2Ab2, Cry 1, Cry3Bbl, Cry34Ab1, and Cry35Abl and the Genetic Material (Vector PV-ZMIR245, PHP8999, W‘ZMMOSH L&M?szz)
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89034-3 x DAS-015@7-1 x MON-87411-9 x DA§ 59122:7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status P P Note,

Annual Sales Report for YieldGard Com Borer Com
(EPA Reg. No. 524-489), YieldGard Rootworm Com
(EPA Reg. No. 524-528), YieldGard Plus Corn (EPA
Reg. No. 524-545), MON 88017 (EPA Reg. No. 524-
551), and MON 88017 x MON 810 (EPA Reg. No. 524-
552). 476631-01 Monsanto Company OWN Terms & Conditions

2006 Insect Resistance Management Compliance
Assurance Program for Com Borer-Protected Bt Com,
Corn Rootworm-Protected Bt Corn and Corn Borer/Com
Rootworm-Protected Stacked Bt Com. {(ABSTC Report). 470444-01 ABSTC Terms & Conditions

Submission of Annual Sales Report for YieldGard® Com
Borer com (EPA Reg. No. 524-489), Y ieldGard®
Rootworm corn (EPA Reg No. 524-528), YieldGard®
Plus com (EPA Reg. No. 524-545), MON 88017 (EPA
Reg. No. 524-551)and MON 88017 x MON 810 (EPA
Reg. No. 524-552), (2007). 470431-01 Monsanto Company OWN Terms & Conditions

Susceptibility of Neonate Rootworm Larvae to the
Cry3Bbl toxin from Bacillus thuringiensis: 2005 Data

Summary. 469491-01 Monsanto Company OWN Terms & Ccnditions
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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o Form Appraved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
[ Washington, D.C. 20460

Paperwork Reduction Act Nofice: The public reporting burden for this collection of information is estimaied to average 0.25 hours per response for registration activities and (.25 hours per response
for reregistration and special raview activities, induding tme for reading the instruclions and completing the necessary forms. Send comments regarding the burden eslimate or any other aspecl of this
collection of information, including suggestions for reducing the burden to: Direglor, OPPE Infomation Managemer Division {2137), U.S. Emnvironmental Protection Agency, 401 M Street, S\W.,
Washington, DC 20450. Do not send the form to this address.

DATA MATRIX

Date: March 11, 2016 EPA Reg. No/File Symbol: 627190-YYY Page 45 of 127
Applicant's/Registrant's Name & Address: Preduct:
Dow AgroSciences, 9330 Zionsville Road, indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSnf7 dsRNA and Baciflus thuringtensis Cry1A.105, Cry2Ab2, CrylF, Coy3Bbi, Cry34Ab), and Cry33Ab01 and the Genetic Material {Vector PV-ZMIR245, PHP#999, PV-ZMIR 10871, PHP17622)
Negcessary for thewr Production in MON 83034 « TC1507 x MON 87411 » DAS-59122-7 (OECD Unique Identifier MON-890134-3 x DAS-0]507-1 x MON-§7411-% - DAS-39122-7)

Guideline Reference Number Guideline Sudy Name MRID Number Submitter Status Note

Sidhu, R 5. {2004}, Human Hezith and Enviranmenial

Assessment of the Plant-Incorporated Protectant Baecilius
thuringiensis Cry3Bbl Protein Produced in MON 88017 .
MSL-18835 461%17-01 Monsante Company OWN Product Charagteri zation

Beusley, K. A, B M Anderson., PB Wimberley, D W,
Mittark., and R P, Liretie, (2002), Molecular analysis of
Y ield Gard*Rootworm/Roundup Ready®Com Event MON
B8017. MSL-17609 461817-02 Monsanto Company OWN Pruduct Characterization

Bhakea, N. 5., A | Harmann, and 3. C Jenmngs {2003).
Cry3BBbl and CP4 EPSPS Prolein Levels in Corn Tissued
Collected from MON 88017 Corn Produced in ULS. Figld

Trialg Conducted in 2002 MSL-18823 461817.03 Monsante Company OWN Product Characteszation
—
draped L 2] v ] :
3
Duan_J 1. M. S. Paradise and C. Jiang (2003). . bos N
Evaluation of Functional Equivalence of Two Cry3Bbl * * » .
Protein Yananls Agamnst Susceplible Coleomeran species. anoper Fmones
MSIL.-18799 461817-04 Monsanty Company OWN »| ®roduct Charasterization
asspe as : [ ]
L] : »
Hileman, R. ¥ and I T Astwood {2001}, Additional snajpa . .
Chamttenization of the Cry3Bbl Protein Produced in secner
MON 863, MSL-17137 454240-10 Maonsanto Company OWN Product Characterizaton
Signature Name and Title Date O
* -8
See Page 1 for Signature Stephanie L. Burton March 11,2016
{S Regulatory Manager
EPA Form 8570-35 (8-97) Electronic and Paper versions available. Submit eniy Paper version. Agency internal Use Copy
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o Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours.per lesponse
for reregistration and special review activities, including time for reading the instructions and completing the necessary foms. Send comments regarding the burden estimate or any otheraspact of this
collection of information, inctuding suggestions for reducing the burden to: Director, OPPE information Management Division (2137), U.S. Environmental Protection Agency, 401 M Streef, SW.,

Washington, DC 20460. Do not send the form to this address. bttt

DATA MATRIX eeoce R
Date: March 11, 2016 EPA Reg. No./File Symbol: 62719-YYY vetoa | Paed60f127
Applicant's/Registrant's Name & Address: Product: oo cese
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ ° °

Ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry 1 A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Ab1, and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR245, PHP8999, W!Mﬂ@l 0871, PHH!(!Z!)
Necessary for their Production in MON 89034 ~ TC1507 x MON 87411 x DAS-59122-7 (OECD Unigue Identifier MON-89034-3 < DAS-@15037-1 x MON-87411-9 x DA§- 59122.7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status « ¢ Not.c
LA A J LA J LA J LA ]
L ] e o
Hileman, R. E., G. Holleschak, L. A. Turner, R. S. ¢

Thoma, C. R. Brown and J. D. Astwood (2001).
Characterization and Equivalence of the Cry3Bbl Protein
Produced by £. coli Fermentation and MON 863. MSL-
17274 455382-01 Monsanto Company OWN Product Characterization

Brown, M. (2003). TraitChek™ Cry3Bb Lateral Flow
Test Strip and SeedChek™ Cry3Bb ELISA Performance
Verification for Com Seed, Leaf, and Composite Testing.

MSL-19581, in unpublished study conducted by
Strategics Diagnostics, Inc. 463942-01 Monsanto Company OWN Product Characterization

Dudin, Y. A, B-P. Tonnu, L. D. Albee and R. P. Lirette
(2001). Amended Report for MSL-163559: B.t.
Cry3Bb1.11098 and NPTl Protein Levels in Sample
Tissue Collected from MON 863 Grown in 1999 Field
Trials. MSL-17181 454240-01 Monsanto Company OWN Product Characterization

Supplemental Information for “Evaluation of Functional
Equivalence of Two Cry3Bb! Protein Variants Against
Susceptible Coleopteran Species” (MRID No. 461817-04) 465783-03 Monsanto Company OWN Product Chalacterization

Thoma. R. S., G. Holleschak, R. E. Hileman and J. D.
Astwood (2001). Primary Structural Protein
Characterization of MON 863 Cry3Bb1.11098 Protein
Using N-terminal Sequencing and MALDI Time of Flight

Mass Spectrometric Techniques. MSL-17154 454240-11 Monsanto Company OWN Product Characterization
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internai Use Capy
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401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours.per e
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any otherasgact of this
collection of information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2137), U.S. Environmental Protection Agency, 401 M Streef, SW.,

onse

Date: March 11, 2016

EPA Reg. No /File Symbol: 62719-YYY

Washington, DC 20460. Do not send the form to this address. scecoe
DATA MATRIX seeee R

e o Page48of 127
[ X AN X ] s00e

Applicant's/Registrant's Name & Address:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268

Product:
SmartStax® PRO Enlist™

LA A 4
L]
L] L]

* (L X XXX ]

Ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cryl1F, Cry3Bbl, Cry34Abl, and Cry35Abl and the Genetic Material (Vector PV-ZMIR245, PHP8999, BV-ZMIR10871, BHP17822)

Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-890334-3 x DAS-(315(37-1 x MON-87411-9 x DAK-5092227) °
Guideline Reference Number Guideline Study Name MRID Number Submitter Status *®°9°°® o Noge? ®
® L J
Supplemental Information for “Molecular Analysis of
YieldGard® Rootworm/Roundup Ready® Corn Event
MON 88017” (MRID No. 461817-02) 465783-01 Monsanto Company OWN Product Characterization
D. Kolwyck, B-P. Tonnu, Y. A. Dudin, T. Ploesser and
K. Gustafson (2001). Validated Method for Extraction
and Direct ELISA Analysis of Cry3Bb1 in Comn Grain.
Monsanto Ref. No. 99-640E-1. 453731-01 Monsanto Company OWN Product Characterization
Astwood, J. .D, R E. Hileman, M. J. McKee, T. J. Rydel,
J. W. Seale and L. English (2001). Safety Assessment of
Cry3Bb! Variants in Corn Rootworm Protected Cormn.
MSL-17225 454240-09 Monsanto Company OWN Human Health Assessment
Hileman, R. E., J. N. Leach and J. D. Astwood (2001).
Assessment of the in vitro Digestibility of
Cry3Bbl.11098(Q349R) Protein in Simulated Intestinal
Fluid. MSL-17530 455770-02 Monsanto Company OWN Human Health Assessment
Holleshak, G.. R. E. Hileman and J. D. Astwood (2001).
Amended Report for MSL-16597: Immunodetectability of
Cry3Bb1.11098 and Cry3Bbl1.11231 Proteins in the Grain
of Insect Protected Com Events MON 863 and MON 853
After Heat Treatment. MSL-17223 454240-07 Monsanto Company OWN Human Health Assessment
Signature Name and Title Date
See Page 1 for Signature Stephanic L. Burton March 11, 2016
US Regulatory Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.
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-~ Form Approved OMSB No. 2G70-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reparting burden for this collection of irformation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per ragponse
for reregistration and spedial review activifies, including time fos reading the insiructions aad completing the necessary forms. Send comments regarding the burden esfimate of any other aspect of Lhis
collection of infarmation, inciuding suggestions for reducing the burden to: Directer, OPPE Information Management Division (2137, U.S. Enwronmental Protection Agency, 401 M Streat, SW.,

Washington, DC 20460. Do not send the form to this address.
DATA MATRIX

Page 49 of 127
Date March 11, 2016 EPA Reg. No /File Symbol: 62719-YYY
Applicant'sRegistrant’s Name & Address; Product:
Dow AgroSciences. 9330 Zionsville Road, Indianapolis, [N 46268 SmartStax® PRO Enlist™

Ingredient DvSnHI7 dsRNA and Baciifus fruringiensis CrylA 105, Cry2 Ab2. CryiF, Cry3Bbl, Cry34Abl. and Cry35Ab1 and the Genetic Material {Vector PV-ZMIR245, PHP3999, PV-ZMIR 10871, PHP17622
Necessary Jor their Production in MON 89034 x TC1367 ~ MON §7411 % DAS-5¢122-7 (QECD Unique ldentifier MON-89C134-3 x DAS-O1507-1 = MON-87411-9 x DAS-58122-7)

Guuideline Reference Mumber Guideline Study Name MR Number Submitter Status Nyte

Bechrel, C. L. {1599). Acute Oral Toxicity of B...
Protein 11231 1n Mice, MSL-16216. 4449043.05 Monsanto Company OWN Human Health Assessment

Hileman, R E. E. A Rice. R E. Goodmanand J. D
Astwood (2001}, Bieinformaties Evaluation of the
CryBbi Protein Produged in MON 8683 Utilizimg
Allergen, Toxin and Public Demain Frotein Databases
MSL-17140 454240-08 Monsanto Company OWN Human Heaith Assessment

Bonnette, k. L. and P. D, Pyla {2001). An Acute Oral
Toxicity Study in Mice with E. coft Produced
CryiBbl. 1 1098{((Q349R) Prutein, Amended Final Reporl

MSL-17382 45538202 Monsanto Company OWN Human Health Assessment
* .t
LY 3] XN ald =8
Leach, J. N, B E. Hilcman and J. D. Astwood (2001). > P
Assessment of the in visrp Digestibility of Cry 38b1 e [ *
Protzin Purified from MON 863 and Cry3Bbi Protein coshes PO
Purilied from E. coli. MSL-17292 4533R2-03 Monsante Company OWN o Human Health Assessment
¥ - 9 v [ L X X1
LR 2] L X ) : L
L ] -
[ L] *
LLR N ]
Bechiel, . L. £1999)  Acute Oral toxicoty of B.r. Pmtein ¢ . N
11098 in Mice. MSL-16215 449043-U6 Monsante Company CWN Human HEdh WS ssment
Signature Narne and Title Date ssae
. [ ] [ ]
See Page 1 for Signature Stephanie L. Burton March 11,2016 e’ 8
US Regulatory Manager
EPA Form 8570-35 (8-97) Electronic and Paper versions avaitable. Submit only Paper version. Agency Internal Use Nepy
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401 M Street, S.W.
Washmgton D.C. 20460

Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hour?gq[:qshonse
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmentai Protection Agency, 401 M Streel &W..

Washington, DC 20460. Do not send the form to this address.

DATA MATRIX .
YY) Pagew927
Date: March 11, 2016 EPA Reg. No /File Symbol: 62719-YYY oo XX
Applicant's/Registrant's Name & Address: Product: e o °
Monsanto Company, , 800 N. Lindbergh Blvd., St. Louis, MO 63167 SmartStax® PRO Enlist™ eoecee e

ingredient DvSn{7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR245, PHP8999, PY-ZNIRZ0871, PHP17%622)

Necessary for their Production in MON 89034 x TC1507 x MON 8741 | x DAS-59122-7 (OECD Unique Identifier MON-89934-3 x DAS-(15@7-1 x MON-87411-9 x DAS-59 12.7)

' W 3 X 1
Guideline Reference Number Guideline Study Name MRID Number Submitter Status ® Not% :
Hileman, R. E. and J. D. Astwood (1999). Bioinformatics
Analysis of B.t. Protein 11098 and B.£. Protein 11231
Sequences Utilizing Toxin and Public Domain Genetic
Databases. MSL-15870 445043-08 Monsanto Company OWN Human Health Assessment
Hileman, R. E. and J. D. Astwood (1999). Bioinformatics
Analysis of B.1. Protein 11098 and B.1. Protein 11231
Sequences Utilizing an Allergen Database. MSL-15873 449043-09 Monsanto Company OWN Human Health Assessment
Leach, J. N, R. E. Hileman, J. W. Martin, R. S. Thoma,
and J. D. Astwood (2001). Amended Report for MSL-
15704 Assessment of the fn Vitro Digestibility of B.1.
protein 11098 and B.1. 11231 Utilizing Mammalian
Digestive Fate Models. MSL-17166 454240-06 Monsanio Company OWN Human Health Assessment
McKee, M. J. (2001). Bluegill Dietary Toxicity Study for
the Bacillus thuringiensis Cry3Bb1 Protein Variant: A
Waiver Request. MSL-17383 455382-00 Monsanto Company OWN Environmental Assessment
Drottar, K. R. and H. O. Krueger (1999). Bacillus
thuringiensis Protein 11098 in Corn Pollen: 48-Hour
Static Renewal Acute Toxicity Test with the Cladoceran
(Daphnia magna). MS1.-16163 449043-18 Monsanto Company OWN Environmental Assessment
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11,2016
US Regulatory Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Agency Internal Use Ccpy

64




Dow AgroSciences 70 of 312

~ Form Approved GMB No. 2070-0060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
far reregistration and special review aciivities, including time for reading the instructions and compieting the necessary forms. Send comments regarding the burden estimate ar any ather aspect of this

cailection of information, including suggestions for seducing the burden t: Direclor, OPPE Information Managerment Division (2137), U.S. Environmertal Proteciion Agency, 401 M Street, SW.,
Washington, DC 20460. Do not send the form ta this address.

DATA MATRIX

Fage 51 of 127
Date March 11, 2016 LPA Reg No /File Symbol; 62719-YYY
Applicant sRegistrany’s Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapoiis, IN 46268 SmartStax® PRO Lnlist™

Ingredient DvSn7 dsRNA and Bacilfus thuringrensis Cryl A.105, Cry2A52. Cry1F, Cry3Bbl, Cry34Ab1, and Cry35Ab1 and the Genetic Material {Vector PY-ZMIR245, PHPR9S9, PV-ZMIR 10871, PLIP17621)
Necessary [or their Production in MON 89034 > TC1307 « MON 8741 | x DAS-39122-7 (QECD Lmgque Idenbifier MON-§9034-3 x DAS-@15@7-1 > MON-87411-9 < DAS-39122-7)

Ciuideline Reference Number Cndeline Stady Name MRI[} Number Submipter Siatus Note

Results of acule 1oxicity tests with Daphnia and catfish
did not produce any evidence of adverse eflects
Istuarine and Marine amimal studies are waived for this
product because of the very low to no polential for Environmental Assessment
exposure to Cry 3Bb1 proten from field com. N/A Monsanto Company OWN Waived in BRAD

Texiera. D. (2003}, Evaluation of Dictary Effects ot'a
Cry3Bb! Protein Variant on Minute Pirate Bugs (Onius
intsiciosus). MSL-19697 16:4799-05 Monsanto Company OWN Environmental Assessment

Since the active ingredient in this product 1s an msect
toxin (Bt endotoxin) that has never shown any toxicity to
aquatic or terrestrial plants, these studies have been
waived for this product. The Agency has determined

lhere is no significant nisk of gene capiure and expression Envimmﬂ&nl‘il Assgssment
of Cry3Bbl protein by wild or weedy relatives of com. N/A Monsganto Company OWN Waived in 3R.81)

LA J LA A J LA J LA J

L a &
Palmer. 5 J.and H O. Krueger (1999). Bacilins s 1o : L

thuringiensis Pratein 11231 Dietary Toxicity Stody with

- L]
the Ladyhard Beetle { Hippodumia convergens). MSL- soqons sasmne
16166 449043-14 Mansanto Compamy OWh 4 Ewvironmantal A ssessment
L -_ :"“__‘
LEE B 1} LA R L)
Hoxter, K. A, §. ] Palmer and H. . Krueger (1999). b .
Baciitus thuringiens:s Protein 11231 An Acute Toxiciry eeqee . .
Study with Earthworm in an Artificial Soil Substrate. ssssee ;
MSL-16162 449043-16 Monsanto Company OWN Environmehtal 4 ssessment ’
Signature Name and Title Date % !
. L 3 a
See Page 1 for Signature Stephanic L. Burton March 11, 2016
US Reguiatory Mapager
EPA Form 8570-35 {8-97) Elecironic and Paper versions available. Submit only Paper version, Agency Intarnal Use Zopy
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Py Form Approved OMB No. 2070-0060
VE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hour?ge; Igsbonse
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collection of information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2137), U.S. Environmental Protection Agency, 401 M Streef S/ e o

Washington, DC 20460. Do not send the form to this address. R °
DATA MATRIX o« e .
eseve | Page 30eof 227
Date: March 11,2016 EPA Reg. No /File Symbol: 62719-YYY ve sese
Applicant's/Registrant's Name & Address: Product: R e
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ sosees  tecl

Ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cryl1A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR245, PHP8999, PY-ZMIRJ0871, PHP17622)

Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identitier MON-890334-3 x DAS-(15@37-1 x MON-87411-9 x DAS-592%7) e _an
Guideline Reference Number Guideline Study Name MRID Number Submitter Status *yoi2 o

Terxeira, D. (1999). Assessment of Chronic Toxicity of
Corn Tissue C